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Substance ABuse =-1d &’-:*r:,a. kd
Services A...‘-'s-'us.‘:auon o :

s‘(a-‘dadory Cu-dn?lngs- ‘BT Faderal

Wa'k:zja::e Drug Testing Programs ths Federal Resister

ars s:::n:::an;ed -
cussionof the. . -{immunoassay iachnigue to minimi
ing the :u_nhc yassible preswmptive pasitives dus
presence of siruciurzl enzlogue

AG-—*:CY Substana

Sa Y

BES - - - e . e : : o e et
4 - "y -, ] inag, o LR - A e - ;
. ACTION: "@‘-IS"‘G mandaicsy guidalines 3 tment prapased :z:...ug 2 specimen. in.zddition. this poli
su_.,,q,«n‘,-. ;_—._e Depamiment f Healih and - the requirement o colisct 80 mLof. would aliow z lzborztorv touse a
Human Sarvices L:z::} cevises semz of - WTiR2 at the collection site to 30 =i different .ﬁ.‘.u.nasr‘} :‘or s;- ime
o wid * . Thisthange wes proposed because =+ - o

.the scientific and technical guide
-eri»-al grug test ngn TOgTIn

inr redes

1585 Ce¥ tiz2in standavds for

.many timzs donors have mma.k} i

aTev .:mg thz 80 mL ofurine. In .
zddizion, 30 mi is adsquaiz to cc:‘nni

4

Tf."v

ce*:i:"..z ian of laboratories engeget in :

urine drug testing? for Federal pgancies. W% required tasting-and saus:j, Q: v methar ‘
ine wg V= + : > - =< oaly m; :

=a==c:-w' gats: September 1, 1994 P‘°$* ’""”"“sf“ms' sed 'a must also contain t 2 metabolice
FOR FURATHER INFORMATION CONTACT n; 2 Deparument propose to revise - amphslamine atacu':c°1'r-1t ion 2¢

D . oL e Sﬂ"cmen coileciion procedurz to . 0 or greatar than 200 ng/mi by the

confirmatory test. This 9?3:}05’0

Donna M. Bush, Chief, Drug Tesiizng * " 5ligw Federal agenciss to use 2’

Section, I:’""ls“'{n of Workplace 9 optional “split specimen’ ‘collectign. . raquirement wodld ensure that hig
Programs, Substznce Abuse and Mental ‘procadure. Several Faderal agencies . "cmcz'l..'zkm*ls of sympathomimet:
Health Services Administation have poen granied waivers to use spiit amines available in ovar-the-coant:
(SAMHSAL room 9A-53. 5500 © '5‘“‘”5 .specimen coileciion pr ocedures durin and prescription medications witl:
- Lane, Rockville, Maryland 20857, tsl. the past 3 years. Eswablishinga "split © be misidentified 25 methamphatam
{301) 5535023 s::e:.r'..an" procedurs will ensure ‘that The Depariment praposed redus
‘SUFPLEMENTARY m=onu.~.?'nq- The sach Federal zgency will be using the the numberof blind sannias a Fed
Deparunent is revising the guidelinas’ same nrocedz,:e. The Department -, - genc: mrust submtit each quaner &
entitled “Mandatory Guidclines for believes that eppropriate guidance nfust  contacing laboratory from 10% o
Federal Workplace Drug Testing . bé provided regarding the minimum~ - samples 102 minimum of 3% with
rograms.’ * (Mendatory Guidelines] zccentable volumes for the split ) maximum of 100 blind sam
sue“'r‘.ens measuring temperature - . Ursaaseﬂ change may signl ¥

which were initially published in the
’sdeml Register on April 11,1988 (33 peforea single donor specimen is . - reduce the costs associated with
-FR 11978). These Mandatory Guidelines  irznsferred intofwo.separate specimen  maintaining 2 blind sample prog3
and the revisions are developed in™  ~  battles, soqdmg both split specimen without aifecting the Fedaral 2y ?:-
-accordance with Exscutive Order No. . bottles to the faboratory 2t the same time  2bility 1o moniior a labaraiory’s
12554 dated Septermber15,1855.2nd | to ensure that they are subjecttothe .. . performance.

section 503 of Public Law 100-71.5 . same shipping and siorege conditions, The periormance tesiing samole
partion of the laboratory cenificati

U.5.C. section 7301 note, the .. , '~ . and smmng me argcgdures for -

Sunn!ememal Ann*nnnanons Act for (gsu'xg Boitle B when the Botte A- program was proposed o be chang

ﬁsca[ year 1887 dated Iuly 11,1587, The SI}&CI'TI“I'I is r-uoﬂnq nasitive, ducn.g the Dﬂran"man:e {astgﬂg (

re':mm-:s to the Mandatary Guidelines . The Depanmient proposed to revxse c&allﬂng.s far centified Iaoo‘a;o ie:
the collection procedure to allow ™. 5 cycles paryear o4 cycles per e

:omnfa'.e changes based on the
cnmmems submitted and the |
Department’s first 5 years of ezue-x
_in implementing and admm:.stonfzg

~  Federsl zgencies to usean md:wduai of EZxperiencein this and other-
 the same gender, c..n +than a collection - performance testing progrems ind!
.site emnlcy&e. to observe the callection that 5 cycles per year is sufficient
" these Guidelines. .. -be < e - uf a specimen whenever there is reason- . 2ssess a lzboratory's ability to test
. BACKGADUNKD AKD SUMMARY GF PUBLIC - -.to believe the individuzl may have report results for u‘r:o*“%a:::e :u:ﬂ

COMMENTS AND POLICIES-OF THE nzviszp - -z2ltered or substituted the snecmen ot s.avnnles.
This change is based on the’ The Deparunent proposed resizi

GUIEJ*‘-‘LH"‘S
unde’sza_-;mng that it isnot ::Iways the types of arrengements that can

A“ Pﬁn&d Qev;scd *dandaio-y pDSSIDI" 1o have z colisction site, between ;..'1’ Medical Review Tic
(MRO)] 2nd the laboratory to e*zsu:

Gmdelmes S : I
e, - . employee of the szme g._nder nsserve
) “The basic numcse oLmeMandatn. . zne ‘collection.’ .= < e L e .2 cnnﬂn:' of interest does not exi
‘Guigelines is to establish scientific z'ﬂd " The Depart ..ment n-nncsed a cnang‘ to" .restrictions would require that th‘-
techmcai guidelines for Federal nHonQé lagcvzmry tousea cerifying . agency's MRO not be an employe<
. agencies® “workplace drug !esung - scieatist who is only ceriifled 10 Teview  agent of, or have any financial ints
** ia, the laboratory for waich the \-1

" prograzms and {o establish = centification - initial drug tests which are negative.:.
-program for lzhoratories engaged in - - This could assist in reducing the cost of reviewing drug testing results.
urine drug testing for Federal agencies: rtesting without :cmn-omxsmg ﬁze .. Similorly, the !anoratuw would be

The nmncsed revisions published in :..'w reliability of drug testing. . . arnmmtad from entering into any
The I}ena'nnem.p“oncsed ﬁxat L,e .agrear-:em with an MRO t ul

Federal Rz«zs:er,cn ianua:y 25,1883,

" (3BFR 605"} retained the-basic . initiz] test level for marijuana. AR ccnstn_e" as a conilict of t.
mquue-nm:s inthe Mandamty -1 . -rimmetabolites be reduced fom 'mo ng,mz_ - A new subpart D was pmncsed
..Gm:iehnas puhhsned in the Federal . 1@ 50 ng/mL. This change reflects © - 7 -provides detailed pracedures for t
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.

reviewing officizl’s %
upiolding or cenying sU:
proposed revocaiion under

arocaderes in subpart DL w m.s;.. be mace

available to the m.ml-c upon reguesy .

"This Brov ision ensures that the nua!-c
has access o the documents coma.'n‘:g
the nas-s for 235's ama 5. -

" B. Publac Com:neni.s andth
Deva. tment's Res:m-mes = )
The Depariment raceivad 73 oublic
commenis on the proposed chang _s -
from Fedarai zgencies, z'zdwm
o'ganxmdc..s and companies. A :)ou: .
50% of thesa support ted all or some m ..
th2 proposed changes. All written
" cormments were revigwed and taken into
consideration in the preparation of the
revised Mandatory Guidelines. The
substantive CoNCermns trised in ths
public comments and the Department’s
responses (o the comments are s2t owt
bzlow, Similar commenis 2re
anszaerecz together, "

1ha reviaw

I. Dﬂjmrrmns
A number of commemﬂrs expressed
conc.,ms with the definitions in section
2.1t was suggested that the definition
fm chain of custody indicate that
couriess do not need (o document chain
of custody waile the specimens are in
traasit to the 1abo-awry. The. . .
Department agrees thst the Mandator}
Gumehnes should be clarified 1o -
address that issue. Specimens are sealﬂd
in packages and any tampering with 3
sealed specimen would be naticed by
the Eanorzm-y and documented on the
specimen chain of cusznny In addition.
-2s a practica] matter, couriers, express
couriers, and postal service ne-san.uai :
do not have sccess to the specimen -,
chain of custody fommn singe'the forin is -
inside the sealed package Section 2.21'1 J _

of the Mandatory Guidelines that

discusses the transporiation pfa™" "1 ¢
~. - 'qualify someone else in the iannmtcry

" or gutside the iamsramry to periosm this

- -specimen to a labortory has bun-
" revised to clarify this point. "%

' “'One commenter recommended that*

* the definitions in the Cuidélides -; -

° conform to the definitions established

) byihe National Committee for Clinieal ~
Lzboratory Standards {\ICCI.S] since the
nropnsed- definitions may'be in coniljct
with the efiorts of that nenprodit,. . 7

. educational orgenization. The .
Department fully supports the & efforts of
this committee 1o dovaion stam.ard ’

'Dtdr
’U

* and quality control san-::[ The

[
oy

=3

i

tthey are con .s.="
gasna curenily oy N
arimant fias c::a.,g"d 'u:a
:ug »s for eziibsatoz. ¢
dard’gs wall a5 Inclu cf=
é 5" itions for conor, speci

tn .
.ll.l

izil2 |

Department aiso mad2 epprop:

. changes in other sections o.' the

Guidelines to ansure that the terms usad
Wwere E:cnsisténi with tBese new
cz=1.mt1cr15. The Dﬂ:va:“u"wm notes,
howsver, that thase changes are nat
substantive, but rather are techniczl in
rature (o clarify the definiiions. The
Dzparument believes these canges w H
eliminate the confusion expressed by
several other commenters regarding the .
use ﬂf tnﬂse t2ims 1"! 0\{3”? S’Cl‘D!"‘S OI

the Guidelines.
One commenter belizves Lbe amaosac

definition for the cenifying sciantist
should specifically state that the
individual undarsiands chain of
custod}‘ The Department intendad that
the definition of r:sruw..;g sciantist
include that the individual have 2
therough understaading of chain of

-

- custody, since It was proposed that such

individual have “raining and
experience in the theory and praciice of
2ll methods 2nd procedures used in the
laboratary.” See section 1.2, However,
in order to prevent any confusion, the
definition has i been changed to clariiy
this issue.. . ©

One commenter sua,._,es‘ed that the
Secretary require a cerufying scientist

. possess at least a masiers degree, o hﬂy

wnuld be en.zzi i0 expents presented by

an zmplnyu who is contesting the
mesullincoust orinan admmzsn-azn-e

n‘nce“amg Based on the Depariment’s

- experience, theére are numerous highly’

quaimed individuais serving as
centifying scientisis wiho possess -
bachelors’ degress, 2nd who have the

. expertise to testify 2s 10 the recards they
" have centified. These centifying .
scientists do not need to be aua!mod as
experts in litigation, as the defense may

functidn, if necessary. Further. the
Deparntment believes that requiring *
higher educstional requirements would -

‘place an unnecessary burden on the ~

laboratories, &5 well as eliminate many

" qualified individuals fram sernng 2s

cgmfymg scientists” . L.
Dne commente: believes the -

reguirement to use an Office of

Managemen! and SBudget (OMS] .-

. .

* Depamiment has ciann-:l the @

¢
o'
ry

:.:ar such forms &2 uszd on
specimen chain'cf cusigdy.iorms, fo!
IeJOL:&ﬂI"" chein Ol C'uSi.ﬂCv forms. T o
Deaa.qn-nt :-eiiw-..s that standard

. 53"“:."191'2 chain of cu SxQQ‘-‘ formis are

imponant to ensurs that collestion siies

hzve 2 consisient form so as 1o rednce
ATy erTaTs o7 mcr’mi-.- cnc".;...:zta:f:m
“wiien filling out the form IR

Ons commenter r*mec t:za: the .

Depariment’s proposed definition of an
immuynoassay 2st is amnbiguons and
does not suppart the policy that allows
M ...g a sécond immunoassay tast for
spacimens that are pre su::*ntr"s{v
positive far amphetamines. S:J=c:::cal[\

the term “initial tesi”" was propasad 0

- be defined as *(aln i Immunoassay 1251 10

siiminate “nega tive” urine spacimens
from further considerztion and to
identify the class of.drugs that ren.:i:»s
confirmation.” T2 Depanmeni agree
with the commenter that the defin hmn
is ambiguous. The Depeniment suppons
zllowing laboratorias to parfomn
multiple immunocassay tests for
same drug or drug class. Thers fore. the
a -
to ensure that fusther testing is
consisient with secuon 2.3{2){s) which

“pernits conducting multiple initial

tests.” )
2. Dilution/Adulteration Tests

Several commenters conctrred with
'section 2.1(c} which clarifes that
laboratories may conduct dilution/ -
‘adulteration tesung to datermine the
validity of the specimen while some
cominenters sought to have the -
Secretary define the specific tesis lo be
conducted and require that such tests b:
periormed, The issue regarding the

types of dilution/adulteration testing (o
be performed has been highly
contoversial among forensic laboratory
professionals since there isa lack of
data 10,suggest that dilution/ ™
adulteration testing can clearly identify
& donor who bas intentionally taken a
substance (o aiffect the oumicome of a
drug tast or has otherwise diluted or
adulterated the Specimen. At this time
the Department beixeves thatsuch .
testing should rémain optional and the
selectiom of tests 1o be conducted for
possidle dilutioz/adulteration and the
cutofl levels for such tests, if conducte:
shiould be determined by the
laboratoties based on their best
judgment. -.

" Two commentess requested that the
Deparument allow dilution/adulteratio
tﬂzmg w0 be conducted at the collectic

e,

Andmmabmr B 1005
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Psuch testing whez it :
. ladboreiery persom mael, mtder
. zgericies 1o monjitor such tesiing
' c:[fﬂ:::.cn sitas. ”Ih.':' g the [eborzton
nspeciion process. t De;a%'::se:-:i
aule to evaiuats the 1abbrazn;—i.=.s’_ -
C?"?xﬂh.s-&.u.ﬂb SUC- tagiis
_that tasts are perfomred ,-r.;.c..a:-:
oicusicdy is not 'D.a’ sen, and coss:

cur Zom one

cuntamination does 'mt oc...... =

nl
o'k
it

¢ in i is c.e,-ar::m

conor s:scz:::en to anather wiich could a:‘i quid to pravid c
mpact the :;‘.\eg“'l\; aia s;: éz'rn_:f.' T:'.e'u Severa] commenters r: t
\.r_rRC) can review the resulis ef the temmperzture m2nge statad 1 gm ';,
dilution/zduliteration tesis and zn—.r.e a ; -progosed v 3.5l:ms did not agree with any u.vas.:m of a donor’s privacy is
decision on the basis of the tesiand on thete nge stated in the Inwoduiory greatly cutweighed by pu tiic health :
his or her interview of the ddnor 12 discussion of the propesed changes, safety coneesns in such cases. -
datermine whether 2 wmedice! factor may  notics cotrecting the emor was ' One commenter recommended thz:
have rontribuiad o the resulis ofsuch pumhsnﬂn in Federal Reg,zsi'er an we rafer ta the individual ’:J‘:)Vzczm: H
ect temperniure  Lrine specimen as the “donor.” The

tesiing. [n eddition, disallawing the use  Aarch 1, 1823 The carre
ol diludgnfadulizration testing at the range is “32°-33%/50°-100°F.” Depaniment soncurs w:d~ the
caliection site ensures thategency . There was genaral agreement thatthe  recommendstion and has replaced th

a-ak—
“I’lD{OV&ES are T‘!Oi‘d"‘.ﬂ"C-SSe"ll} SL....]E"" . wr_e" it :‘E!'ET'S 1o

—_—

marginally widsr temperature renge will  word “individual”
ot =c*.-.'erseh. affect the ability to detect  perscn providing a urine specimen.

13 observed callection and thus protas:s
the a-wac;( of individuals t¢ the . a donoar who mey possibly temper with  with the wozd "donor” 'oug:*cul i
maximuem extant possiblel o ;lr:e snnc'm l' Two coms menters, Guidelines. A definition for donor hz
; I . however, belisve that the lower limit of  heen included in section 1.2.In
3. Specimen C"”’“""”. Procedure the temperateme range should be . additicn, the use of the word “donor
With regard to the specimen: . incrzased. The 3=na_ imeht does nat is consistent with its use on the
. collecticn procedure, 2 number of agree with this recommendation. A - specimen chain of custody form. |
h

One comunenter suggested that ihe
entire collegiion procedurs be revisa
substantizlly to provide maere speciii

COmITIENnters wWere I‘ig‘xf}' supportive uring spas:.:-:zn p-ov:dec in a colleziidn
reducing the tequirec volume of 2 1.'1 72 cup that is 2! roem temperature will
specimen fram £0 mL to 30 mL as staied  cool quickly; therefore, 2 narrow

- in section 2.2{f}(10). One commenter, temperature renge will significantiy- guidance io'agencies on 1he colleaic
however, expressed concem that 30 m ingrease the number of specimens that  progess. The Deparumnent belisves the
is insuifident when dealing with e will not satisfy the tempemture tange  procedure, as described, provides

.~ " specimen thatis positive for more tien requirements. This would cause - suificient guidance to the 2gencies o
one drug, That may be th€.case in same . numerous uznnecs collections of the collection process, i::cl,:d;,.: facy

. cases. Neverthaless, the number of secdnd specimens and falsely saise o ensure tat wrine specimens are
specimens that zre positive formare . -suspicions that meny daners have .collecied properly and satisfy chain
than one drug is very small azd most tampered with their specimens. custody requirements. The changes
volumes collected generaily exceed 27 “With regard to the collection af 2 . made in the Mandatory Guidelines =
mL. The Deparunent bellieves this urine specimen when using dizect - regard to the single specimen collect

reduced volums requirement will make  observation, one cammenter suggested amt:'du..ﬂ znd t2e optiozal split
it easier foran individual to provide = that the employes’s agency choose the ©  .specimen preceduse “should clarify ti
observer if the=e is no collection site . mnced..tr..s and, tn.....n}'. a.dress 3

urine spacimen with sz.‘nc.em volume -

on the first sitempt rether thah requirizg- person of the same genderavailoble. of the concems raised by this

.the colletzion of a second spécimen Tnﬂ Depanment agrees and secuons chbmimentes without completely revis
afier d:mkmg a reasgnable auarmt} of ~  2.2(0(23), 2.3(f15), end 2.2[7)(23) hbave  and expanding the d—sc:mnsus of th
liquid. It is noted that the palicy of - been revised to ineludetnis- " - collection procedures. . -
combining additional urine, afier requirement. The Deparment believes - - Many cazwmenters concurred wits
drinking e reasanable emount of llq.na - that the agency will selet 2n individual  including 2= optional split specimer

- with 8 Dariial specimen (i.e.,an - * who will act responsibly end reliably sa* collection procedure. They behewea

- insufficient volurne of urine on the fizst 23 not to subsiagtiste any a}legzdcr :g” “was imporiant to include split

-void] has been sliminated. The " . ‘the comirery by an _mnluyeen : .. " specimens since the Cmnifus
Depertment believesthe reduced . .. One-commenter believes that unh Ca " Trensportation Exployee Testing A:
volume’ requirtments will ensure mat a . - trained tollectors should be involved i2 - 1391, Title V of Public Law 102-343

: -suificient volume is collected en ﬁze ‘the colleciion procedure -esae*‘*nll}' Teguire o5 using a split specimen -
+ -+ first void &nd combining paftial <" -- -+ when dirdct chservation is reqiired. Toe colleczion procedure for md:.\s:nes
* -specimens will not be necessary! ¥* + 7+~ Departmient a::k::awiddges that trained .~ regulated by the Department of -
- One comimenter expressed con rcemn perscmxxei should be mvoiwed inthe -~ Traasportation [DDT} This i is -
‘over the fact thit the Mandamry " collection of urine spet:xmens, however, naruculari" {mporiant since Federal
Guidelines did not specify h‘m!auf.}’zs or - it is notalways possible 10 €msure ‘that emniuyees from a number of .
guidance es o the amount of liguid to * . a trained collectisn site pesson of the” . .’ Deparunents wil] be subject ta both
.be given a donor who-conld not nm\nde -same gender will be-avajlable'when'a - nequz erpenits of DO (44 (TR Part 2
2’30 mL urine specimen. Tha - . - direct observation is mqu_.-ed.-AJIowzng andthe Tequirements of the Mandat
- -, ommenier e -ﬂ“?-ﬁSEd congcems™ T - '-" “the agency to select an-individual toac  -Guidelines and Execintive Order 1”‘
- ‘°gardlﬂ§ the poss:bl '153. G% u’ater T as 1ha onsu‘z.'__, . -qgn m_____ are z:n..s...:ﬂ (Seniembe. 15,1988). i

oy

Naramhear . 1 995
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,,.- - N - i > e
r-——--=-.:e:'3 s:zgﬁs:a: zlawing
y T o o ey 3 Y
Srmens, The Degsomany
_.s..:c::.nag:‘-'ms_ andi
g _-:;i:a.-l.z-c;.af“ procedurs

o
Ena_:::ual-{;:a-- L than githar specaen

- -
NE US9-S4 DRClMEns.
= ER

g '.a'._i'-é-'-i::‘:é-..;"u'sizg 2.spiit specimen,

sizis.zol stcepinbis

- ida

saéc'_":éns by urinating,

math Bouke & Zand Soula B.Tha-
specimen must ba zrasided.by usitating
izto.cniy :'.e: containaz or &
Aferthe @32
specimen Wwa : f
Sotdde A, an 20Ps raoriatezmountis.
poirred into Bc.: 'e. 3—. I. :

o'*r_ma: was. i :
ameun..sa :Ja..... e

azalue LS.ﬂ’&SL C-. iZ _.5

s- provided dizecly intol

-u:aﬂn-}ﬂ.nﬂ‘ .'-g _'.':"r. o s

Bcrtxﬂ-—-an..,n auls B
easier (o madsure tha temy :
singie.specimen rather (han to-measuse
u.e l°!'1""2:'&"uf‘=.3f 1\?0—5"0.‘:5“71'5&51“3817
were coliected m separsle con:ainers-
and it is easier for = danor fo provicE
ane specimen i3, simglec "lw:'!".&:’f'
hottle rathes than Fa twosegaTae
boules. T -- - S

. twas sugges’-.e::-by-se*refa{ T
commentsrs (Hat we-speciiy he2mount
of urine - be poursd inte: BoteleB. We
concur with that recnr"na:-c?usvr and
r:sve chenged sﬂc'mn_._.{h}(i] ofthe

’ split specimernt p*ocacu.rn-m sao"::yamr
a minimureof 15 mEef furine shalébe
nouwred into Sottle B: Since Joutle-B wifl -
o-'rh- be tesizd b & specific
substancels), 15 mlL is sufliciensto -
conduct the-testing and to.allowe =
suffizient quandty o be retained: Tozan:

- if Bottle A zs:.ecaﬁed pasitive
Additionally. section 2.2(h}{1]) has bw:.
chﬂngﬂd.tasaecny that a minicwe of

5 mL af wine is.required when using,

2 sulu. s:ecxman cotlection: nrocod;:z

. Tatherthas the 36 ml. meinimosy- when:
using the single saec.max: :n.ie:::mn— .

p‘cced..n:e- - .
One comcmenier mas.cohcen*ed. u:;:n

. the handlimgand siczagt:_ afthesplit 7. .-

specimen (Bomle.3).aker the Eoule &
specimen is.shipped tn.the labomtors., -,
We egres thatthe wazding in section. -
2.2(h)(5]. oithe sulsl.suemmen. cal.le:na:n
procedure reganding refrigemting Lhe.

. specimens was. confusing and it has. .

been revised, The Degacmesnt helieves. -
that the most effcient, 1z, cns* effective

way to bandle'spil specimens. is.tnsend .

both the Botke AsndBatfa R, - .
specimens to the faBoratory at Le.sam_
time including the zpproprinze L.
- specimen chain.af custody, Boms This .
procedure wﬂl_ ensurethe mwgﬁn. o:.

.aBov'a--...

”.;é...‘“.‘i’
_-.cu. znd toelagencw nodiiies. tha
= sitz o eiltar diseizditha,. -
cHou ‘"e B 532""1".:335 vz shina specific
Bouled s s:ac:-":en to znothe: cerifed
laao*:‘af-,. VWhan boif specimens are:

received by the Bdoretery, Boile Ais

nommatly sssrac within anz day andl if

’:oszm-e. bod Sowis A and Bowle. Bezn
ced I secuoe, refigeroedisiorsge
L.'m h# conitomatory test is compleisd
This procedure wilf ensure that potlr .
sgac:mms are treated essentinliviie
same and subjecs to- similar 5t grage -
ccr'c:"'.m.s L.:'..'; [the zes:.mg is .
ccr*mﬂtsc. . .
Sevezal commentersadere coaceme
with-tha irmgace that a: nidfed: (o
seconiirm result onthe Soude 3
specimen wouldrhavaona. danor s
personnelacion w3 mow have peen (okam
based on an-M2D0), verified. positive:
resuit.for Boule A Althou g'n~a fdiled.io
-aco..urm..esul for Botlz B.requires.tos
MR to void the testreselt "n Bottfe A
znd an agency may be requiredito |
reversz any ue:'sa..';nl acvionthal ma
have been taken, we Geliéve. foited w
reconfirm regons wiflozoun . 0
infrequently [vand this possidiliny'should

3

since

L=+149

not be the basis for arrapency o gell;
any persannel acion, The Depariment
beiieves that ramoviog an emploges, fo:
example, fTom a safeiy-sensilive
pasition whick may impact public . -
health and: sajaty outsveighs the:.
minimal possibilicy that toe:testing of .
Bottle B.will not resonficn the: prese nee-
ofa drug o me::-.hnix,a.

In view of the commients, section
2.2(kI5] fas 2lso a-een.clariz’ind n
indicate the MEOs.responcibility @
report a positive resuli'Tor Botthe A
when an MRO Ras veriited the tes? af
the first specimem Dottle (Botde AYasa
positive resulr, the MAD musT r2gow the
result to theages Ty witout, waitdng (ov
the danor toregquest tharth eacule B
-specimenbetestedl. - o L.

Severz| commeriers exn'-sszn
CORCEITH Tegas ..ungmez.,uuns aken-
when a:secongt laboretory Rilsite. © -
" .reconfirm the poesence of a doug-or
memmkﬂmt‘_semsmmﬁzem -
bottle (Sotle Bl ixa sgitspecimen .
collectinn. Since the Hotde B. spechren:
is tasted: without. arriznz.he.cmnu
" levels, the result rﬂso::efi, by the second:
lzboratery is not reponted asa: negative:
ot positive result_but reporied-as either

. recommned or, fadled 0. :eccnﬁnnath&

. presence of a drug oz metabolize. The
Depamiment agress.thar if this sizuation
occurs, an mwes..:gai..c.;.rlush be- -

segawas ':r-x:'—.&iiEQ'-f_-:

omfs=. resuln .
Somecomm f*_m“ss..“niw didhin
;r_-:::i tingTedeml agermies o Bave t
ogtioz ofa split specimer :;sc=:i.:._
aztisving, f":'é xamgie, thatiha e o
spzcimanl praceduregives :l‘::'
tion ofa:lack ofconfidence:in
whe .* -._:::w asingles n=cr':s
lha “addizional.

E -z and colisction cosis.z
not justified, and thai there is en

|
5
et
h
[
n
N
]
[« D
=
oo
i

i
-
8
§
.3
l:
4
T
"
‘2.

tas Ma;..f.:.::.s..; GCuidalines ansiihe
Cepartmentias t:’:r""a'*a.n.:::::.b
agar'cxas with a waiver to permiz spl
snecimasns during the.past 3 yeass. U
D2parument believes iz ~efuding an
eptional split specimen callection

aroceduzs in the Mandatory Guidel
will easure consi fstency ar‘*cmg,all’
36'“: es currently using split spect ir
and thaose waniing,to Im nlement spl
specimen collactions. E‘.-...-.ddmcn. EH
agoncv should have the sotion of .
ting iis e:r-.:aiovees equztiv ra ra:he
.‘.e.n treating i's employees undes iD
Omnibus Act c.;.-::r:ti‘v from the
errpioyess oniy sufiject ta the -
-Mandatory Gn:czi:r*ss_. St
\With rezerd to the percegtion tira
“results from 2 single-specimen:
colleciomrarse reliableand not.
adeguate 1o-grotect e...-i::yee-ngsts
whern compared te rspiiespecimen
collection, the-Deparcment is confid
that the resulis from o single speci
caii&c:zonam—sueum‘:_d.llv-“rd-Iogf
supportahle. Thisbekiekis pascd o
stringent requirements that have ber
estoblished Dy the-Mandmory. -
Guidelines—1hat 1s..r-mr-mg. the w
rigotous chain. of custody procedun

.. when hanélizg aod tesung:specime

. r-;g.z:rmg,la:n atozies. to wse.qualifi
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The Depatiment believesth
aparwork for callection sit
t t ill not increase much.

3
-

e

aporaieries wi .
ince the collection sites will be using’

2 seven-part chain of custody'form

insiza

d of a six-part for and sending
both split specimens to the laboratory at
the same time and in the same shipping
conminer. This should minimize the -
acditional cost and administrative
purden on both collection sitesand -
lzboratories. s :

Onea commenter pelieved that split
soecimen collections create 2 potential
ta reverse results especially if there isa

‘significant variation in the analyical

densitivites of the confirmatory tests
used by each of the HiS-certified |
Iaboratories. The Department is aware of
this potential and has provided .
guidance to the lzboratories with regard.
to their capability to accurately | -
guantitate and identify drugs at .
concentrations that are 40 percent oithe
confirmatory test levels. The & 7.7 |7
Depzriment believes this guidanze and
‘challenging laborstories withi .. o " ..
performance testing samples:at these’

-

laboratories have essentially the same .

sensitivity for each of the cenfinnaiory ©
tests - RN _\ e )

. Finally, one commenter requested ... -
guidancs on whether the donor ot -,
agency would be responsible for paying.
the costs associated with analyzing the

"solit specimen. The Depariment =~ :-

believes that the decision-regarding
financial responsibility for testing Boitle

B is one the agencies must decide.~ .

Naremhear 5.‘.‘1 995 -

an the resuits associatad
g an anzlviical _
procedure bafare it is used to test ;

specimens. The Depariment believes
was sote confusion associated

nisre 2 L
with the former title of this section.

5.5
COne commenter reguestad that the -
security reguirernenis in section
2.5(a}(1). as proposed. be revised to
allow emergency personnel access to zll
seciions of the laboiatory without
escoms. The requirements {or security
2r1ain to limiting and documenting
zcress under normal sityations and .

1]

curity cnd Chein of Custody .

providing escorts for authorized visitars,
maintenance, and service personnel. For
real emergencies. such as fires, it would -

be inapproptiats to reguire the .,
lzboratory to provide an-escort. This »

" section has been changed to ensure that

‘emergency persornel (such as. .~ -

firefighters) can-have unescorted access
ATnD e ¢  similar to that anthorized for inspectors.
. jow concentrations will ensure thatall*-  As suggested by the commenter. it -7 7 Iaqitute on Drug Abuse's Addiction

wotild be acceptable for the laborajory

.to document the emergency and .

- include, to the extent practicable, dates,

time of entry and exit, and purpose.of
entry for all emergency response .-~~ °
personnel: It must be noted that this -

exception does not apply to emergency

“service” personnel, suchas. ;- .

manufacturers’ technical fepresentatives

who are cziled to repzir zn instrument
of to conduct routine service.” - 7

znd irzinad 2emson + iz 3. 5zzcim
armalvics! tasing or P R
sxiznsive imigmmzl g ' f:,:f,“_i e ..,g:i_‘fi -
cozlity assumence D $pITpesed ravision ie ""“.‘."'..':',“‘:Jl e ."“‘""_*.“:,, = - : =
[aboretoriss 1o sarii discusses “iasivaliczion ¢id mormaks insactien _.-.(c]. 25 proposed, wihen
T Y Y i E g 1 irclozr thatz faborkiory may us2a - siating the requirements o7 2ach inisial
cornpreiensive ceriinicaian . ramitiieg seiamrist wie i mlucomifias  2nd .::-:7;—-:'.3--:*3'-51 Tha
that i:..‘ ludes nerfommances tagiin cenling ‘Su:-.nu.‘.:‘ Wina 1S Sn‘A‘l C':...L.'.'.’..... 2ng :----ma:i-a.-:" < u..:.’ : .:: . '
mles 2md semi-annual insbections: to review inftial drug tests whichare Depanment concuss aad Ras changac
SaInpLes ERG A msire that” mecative. Although this in this section to stat2 thet e2ch initial and
znd vsing MROs 0 =5 PR L iy seedl o confiematory batch must satis{y the -
, procedures fave maen WRTRIES S omivs guzlity conirol requiremanis in sactions
TRQEITEG. T L e e 2305 B 2.5(b] and 2.5{z). respaciivaly, rathar
2lthough the split spacimen - »Cemif than using terms such 2s “standasds”
orocedures are dasigned to minimizz iaction “and “controls.” Additionally. the last
fdminisiraiive ervors, the Depariment s o« »zf’a | o sentence of this section has been deletad
acknowisdges that gny time proceauies c:::"‘s'ina sma'"{ils'{s] that is only ; hecause it i3 not entirely carrect. Quality
z-2 modified the risk of adminisiraiive 'T'."‘.Ejh"d:t R Ales 1 o contzol samples musi e known to
e--ors increases. However, theusz ola qualified to cenity resulis el 2% labaratory technicians conducting (e
cnrdard : waim of custody - negative on the initia! test. Ve nata, " aeiimm wakl T
sizndard specimen chain of custody - T iro b tesiing while ealy blind Jeriormandce
form should minimmize such errors and howaver el il 2 cariiiying STITLLs tesiing sampples are unknown (i.2.. the
‘e Denarcment, through the inspecion . C2RiNIEs ComrmAiony 2%t results. the © jgcadion in the batch. drug or metadalite
nrocess. will monitar the laboratories’ if‘-ﬂ!"l_cuai rmust fzve irzining anc preseni, and conceniratien). The
procedures in processing split- - - EX]PETIANCE 1D all "procecures relevant requirements {or laboratory blind
specimens. - i T 19 in2 rest j:s thaiine ncivie U_EI o performance testing s,a:hpies and agsncy
The procedures for split specimens centidies.” [ais includes both initizl tast  blind samples are cistdssed in sectiag,
SRR Lo znd confifmatory tesi procedurss, . 23, ..
are 2iso .:;es.:gngd ta k=ED U . ' Changingthetizle of this section to read .o I .
administrative burden at f minimus., ~Camifying Test Results” should 2lsa 7. Marijuzna Initic} Test Lavel
L

Many respondenis concurred with
towering the inital tast level lor

" $aarijuzna mez2dolites fom 100 w0 30

ng/mL as proposad in section 2.4{2).

Howsver, one commente? claimed g
the lowered culoff concentration w
Fyed-aytd

identify the occasional user. The i
of Federal workplace drug t2siing
programs is o identify individuals wae
.use illegal substances regardless of
whether they are regular or occasional
uszrs. Lowering the initial tast level
_should increase the ebility to detect any
use of marijuana. . -, . .
Anaother commentar quesiioned the
impact that might result by the lowered
cutofl concentration for those
individuzls who a2 exposed {0 passive
inkalation (i.e., breathing the smoke -~
exhaled by another individual smoking
marijuana cigaretes). The Depaniment
does niot believe that passive inhalation
is 2 reasonable defense or that - * )
significant exposure can scour through
passive inhalation 1o cause a urine - -
specimen to be reported positive. A
comprehensive siudy of passive '
jnhalation conducted 2t the National

Research Center int Saltimore {see Cone. -
£.].. et al., Passive Inhalation of
Marijuana Smoke: Urinalysis and Roem
Air Levels of Delta-8— - '
-Tetrzhydrocannzbinol, Journal of
Analytical Toxicology, 11: 888, 1987)
indicates that it lzkes exiensive ‘
‘exposure to extremely high .. |
_ concentrations under unsealistic
" conditions to cause & positive result:
therefore. passive inhalztion isnat 2,
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cisitina,

- C"-d‘ﬁa?' punplomme =2

L&t

. :}-:- ;__;......_M-:. I.-I.’..'-::' Smrie incizac vt 308 agfmi coanuesic
. wosding &t section 2 ATeltEh - _:1 s--=- beinie-seooTizg = .the lgwes; concenoetion that mest of
- grogosed, camiiiced m“"-"""““"“f'"‘." :he'sﬁe:ﬁ:s:: as.‘f:.—‘:s;.:::...:z-?-_‘::..‘.—:'_e::." tha (ahocmieries con seinbly fen iy
{0 conduen CTmmoTeTiTUST e 5 aad includingan apprpriniscemizent  quantites for-eithar merhamnhammib
. siaved &t secriomn 23R Ta=TEpmramest .on the’specizea chain of casto ody foxz. - or zmphetam! ire. Tozthess reasons. U
" agreasthmt this section nezds ™ Be: =Ee this.d o2 the exampleivan - Dapartment believes using a lowk:
-, clarifed A [zhoratoTy »—':'Y C'----—-:',; -+ in section 2.2%lA] hasbess ch;ngéﬂ'-m- .-'c:m'c:—:n{:ae:'an arelnizating e 204
" difutionfeculierstipnessons L o daclude e esaofasecond .o, .- ' mLrule wowld lnceasa the sessibiiit
* U specimens, w hethgr S are -"37‘3"'.-‘_‘3"-3? .immunczssay test for untesabla for zepatiing a falseposidve
negative, 2 nﬂ',ﬁ::e:-.._ joreorafi | specimans; .. -7 : '_'"_', _*  methomphetamine reslr,
conducdng £re a'-ﬁb'»!‘:;f--stl---ﬁ?‘-" Iiis c::=c':r:z"“=*la$'se ceree OE T .. L oos i e S s
=% hos Go=r 68 10y vime L. vt 15, Rzporting :'x’-sc'_'.r
2.4{=){3F nes DeEnvE ..a_.gq =l ,-.j'....-S section 2, .@}&L as :J‘UDOS‘G‘.‘}GS pesan . | i
polic. . -: e T e . daleted simoeitis redundemnc with ds - One comrmanies was dancemmed thn
" Seveml Cu---B"eﬂ‘fﬂ'S gquesigned the requirements a5 swred I the first . substituingUcenifzing stiemisl i
use of specimens TR BsT ARgE tve 0 san(eﬂ{;a oF Sresecion, L - saciion Z.atqi\'.'I..as a-suas-eq_ Inrihe
) eithes e jmirizt tess ot the com -‘-:»-ﬂatcr;: Cam frt ket S .-as::..'-:s;::iage:sn" LIS DT "':g_t.“-°~
i0. 09 ag ”*‘*"m‘:’“ waming A2907URE  caniifying sclandist sespansible ns the

test &5z the habdmtovis's ernad cualiy
comr=zl progmanz as propesed i sa=rions,
z.a{e)(3} and = -‘;;’}.‘;T—;T,,zsa
commentans: :.-.e:e.c:zacer:aec:
sesizlta ey Bave Dewn a2ffer=d by
facteors as medicacmns that may hae

Aule k
L Six cmmamers, conmared wi

95—2‘_-‘-‘%‘53'51] and i

{zix (e

sroposaf I sectio
z -.(g}(?.? thatrsguiTga. |
matharsphetaming postive o cont

Zerdhe :
. :

e L -
Hr 6T

besn taken. the Dealtz ofthe r:...:m*s_ least 202 ngdmi-ofamphemarning bef
and possible unknown orcmsms with repordeg e result as | gositize. T wc;- .
s
commenca-sre:::'n'ﬁen Gxd That the 209

confirmation, theredy, making these
so ni i~conoel

acimens mmssitahie anquelns
samnles.&.‘ml& these m::::ez:ezs

nglm ruie be dropped endrely beczuse
thay beiieved jtisno zt::-zgef refevers
_2nd the exvohasis shorid be o -

ER recommmendes b tse of cextifed
negatize Line or, & amink=— . improvizg Lesmeh.; 0f the GOMT”
coﬂ*mz::agl_ar* we'pedd by GOIAES  confinmatory procesure. Sevew | -

ters reld simiies wiews that e

.o
200 ngim!. role istoo comserative anc
procuces o many flse.r agauues.a__c

. recoctrmended that it be lowersdizy

18 S R et

‘poac "m:.su.s*ma.ca._&:' o=t

prom,_mrmme"mez:::::—;r

the Becex et rrates TS ==
--I..m:zso-\‘s a..em*r::::m

. " ‘consistent wizi gacx:‘:.. m,.:L.:;::::.: +  either 12@ 02 5&'331“"' oraf least ecuad i
- to or greater than.the limit of desero=

prictice {seg secti zﬂfd“a:zc st
ﬂractlce ﬂum a ui—.ﬁ-ﬂ-—ﬁa; o gk SR
cerify a umize peolas negative refome
is used to-prepare a_e:gaz:-‘sa::—‘-s ot
{el orﬂnx-nx..-. equaiiny conmnt soriplexs
i oaniaa nrime does pat sedaiztde o
critevia for a::....nm.k:y i i cy et
Suchk: cerdSmton of thenrize vil, -
ensore t_....m::.‘z:}- af 2 Bxhamserv's
inter==k :.uz:.’.u:»—‘-hm

faramphetmmine ...
Ti= Denev-m“:. ue'-avt.-. mn L..e 294~

ng/mk. ..°cu.re""°x1L implementedaza
tempocasy : policy since - December 27,
. 1890 is a aecessary one ia Drevent ;::J
no&it e Less, zesules. Qa a.saeﬂmlsse* af
performancs testing sac miples provided: |
{0 the laborataries Dy the orageorm dhe!
Diezpzriment foend thas tia requirenmens
adequately caniralled allof the 'UQSS-G’;‘_
e - _technical prabléma based on, .
Two Comeenters mﬁmm ine wse of observudons ofzesulis seporied be i
muitiple initial tasts as ssxect iz seczian. - laboratories on that serof performance
...-.(e)(—;} as nmncsed,..vmla seue:al -, Testing samples: ::rr::r:f&nc.-;aﬁﬁ
:anmem"'s':nr':smr CoTeCRTIT Wit . that asiznifi cane nusben oflabarmiasies
permitting the use ofr.-r..—mme:-:mr:g:
Trhe Bepanmendt helisves thal the usa i -« T n::ia:::s. when mel.ammhemm s
multiple initiaFtests, maw redhce tha preseni wizh e..na:‘::n&:nci oiths
‘numbes of :m:u..um—v‘ nas-z_wos::.-__i - periommance tating resulis em.a_e-_ceé
are forwasded to.eonimmaiory testing methamphetamine resgucse wheR |
that will not ke conSrmed and mas: c:’..aﬂen.gea waith m.grz- cencenttans o
allow obtainirg 2 valid anatetict —t.-s.rf‘ " ower-the-cnunier medications &e.g... .
if 3 specizen is imlestble et ane - . .- "ephedrine_pse=doeskedsine o .
- immunozssay sl The tseaf G&zﬂc{& . pnemi:;..m:nla.ume}_ﬁescm
initiak tesis Kas been: widaly usect wizhy. indicated e the 205 pgéml ooleweas
regasd ta-tesling mrz:::hem-ﬁ.ad
this police shocid-appls wralldres -
In ad:L.ua‘l thers 228 repams et &
various subsiances, mdudmg - =

9. T-"’" unfﬂr*;‘_’i:.. Lesm e g

H

resul.ts:n:i.m.d. ne.mmue:’._h

- Lf.}::'}i:s af

r:gaﬂlsg, tha

Necember 5, 19956

- T

- oddigan, :ecr" :«m-—mnm .
- hy.lzbormtaries

. pverall labsminmy spemiions e
balizua thawcar _@"& did moi -
tndzsstand the purpasa fac u:.::z:_--’
wo.u.:zz;-‘» thig sactian. The use-of

:'..J""zz_s::e'*" L intkis s—:'cu:
2nsuTes .ﬂa‘g L_e tequizeszant s <
consisieas withcurres -.nmo
practice. T..e respansitie :}ﬂsa..;-
continues tambea rﬂsnur:sm!a foztha |

dverzil operezion ai the laborowey {Sé
seciion 2.3(3)!:.'5&@8«9:. secliso
2.4(g)td} ellaws:a ¢ “g:s:.ie:- tis
sigmy the axeemnsh chain ‘of custedy fo
that is seng to trar MR
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12. Colibrotors dnd Censals:
Que. cmna_t.._ misedicz
the matesials. a.sedmn-es"-o c:x_:r"
znck can.-a.'s. which as descoihed in:
saction 2.a{n}{2}only allowad
calibrators.anc coptmis ia:be oreg::'e
from puse grug stacdarde ¥
commentes saz:ﬂc‘i" z:u:ucn tad, (R,
.+ calihretots and. contals were anaiish,
Somather sozrmes. The Uepammeand
cangurs and Zas revised: the sentancs
eilnw calibotors and cantrals b
_prepared not only from pure drug:
:erﬂn::e rmaterials, but fzom smcx
s:anuard sca:':::z comined Somr o
Inboratovies, oritom: commrercl
* menufacture=s This cizags cimites
sthm Izhorarories mvetherdexdDiticy
" phtafy Tstamdoede~ used toprepare: T

cr acesr il

exn&-zenced :..-nmzmzmm_c:::esala tiom . -eal ‘mmm pommels froms ¢3S p e
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T vem
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. SpUTTes - -_ ‘e .
To13 z?o:e.nnaf Canfiicts of Lﬂaﬁ.’.“.ﬁf

Sew:-a-‘.. com"'eﬂ'e-_*..::;:mo::a'_' The
nchcra in sections l{n!hkhnn. 2.E

. -7 as proposedsthat resTicls the fypes.t

reln:mns‘tms petwesns abomiores s
\ded:cai Ravisw B-..t.:.e:- tversyoy th

oo

.. were no condhicts of izterese Thzre w

effective ix —-zverm..g-_anv—,._ke m.suwo . severyl eomzients submitied  howew

siatizng that these regeiermenis wers
; eSSy sicre mer-:;s:m:wxde“cr:
‘v’RQ% h..ue 204 aced in the insermst
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lahgretorigs and
.gir responsibill
e interests of tit
rors. Nevertheless,
-gs the {ssue Ml
RO plays 21

deral drug testing Program. 522,
lly seciion 2.8 of the Mandalory
tines. The MO is 2 licensed -~
shysicizn with 2 knowledge of;7 7.
substance abuse disor
whather the tasts are positive of
negative. Inthe c2se af 2 positive result
seported by the [eboratory. ta”
\{andatacy Guidelines require that a2
20 contzet the employes and -
narsonally interview the employes.
in-person or by telephon2.to determine
wrhether alternate medical exp lznations
would explzin‘a positive resuli. Ses
saction 2.6(c)-During the course of such
interriew and possibly through having
‘he specithen retested, the MRO may
identify false positive test results. In -
such a case. the MRO is required to
rontact the Secrstary S0 that the.
Departrnent can condudt 20 -
investigation into the matier and take
whatever action is necessary to prevent
such a result from occurTing in the -
future. Ses seciian 2.5(g} |

. Because the MRO piays suca an
essential role. the Department, pelieves
any relaticaship thet may be consirued
as a potential conflict of interest may be
<uificient to undermine the integrity of
the program. Every Federal agency, .
employes. and job applicant must have -
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complete assurence that test results will:

be thoroughly reviewed and, iferrors
‘zre discovered, that the MRO will vepot
the ercor and an appropriste. T
. investigation and correciive action will
petakens v LBt L o
14, Leboratory Quality Coritrol .-
Requiremen:s for Initial Tests ..
There were several comments

‘geciion 2.5(b). 25 p‘mposed.' for quality *

control samples when conddcting the-
initial test The commenters believed ™"

* the propossd requirements wers
" eonfusing and suggested using different

termms 1o describe the types of quality -

controls that must be included in gach™™”

initial test batch. The Department® -
concurs that.the quality control- .. -~

. -requirements in this section were "7
. confusing and-they have teen revised
‘based on the definitionsirrsection 1:2.
-'J; should be noted'the changes 15 this

section only clarify the requirements fof’-

quazlity controal somples: the actual

the Deparument.

rders who veriiles

1he era’ ; 5 Reanidlysis Authorized: c . .0
- submited regarding the requirements in . =" -.<- F3Ls Ao ol
- Two commentess expressed concem -

.’ the' MRO was authorized to order 2

. aregesec ia Ghis seicn and tie policy.
. : - oroposed for tesiing Boutle 3 Tom & splu
new s imseetion’l2 spadi lieciion 2s desciined i
out changing Lhe policy 25 . ' 1(3) whizh states thatenly
- compared to the original Mancaioty - may request through the 20
Guidelings. Ses section 2.5(c) 0f 33 7R th secand specimen boutle (Sowle
11979, 11885 {April 11, 1988)." tssted. The Deoan
1s additicn. it was noied that there there is ax inconsistency inihe
was an ercor in the reguirement that prooosed policies bacauss we '
s2ch inidal test batch mustcon@in g inzdvemenily referred to the Soiile B
minimum of 20% guality control “specimen in sectica 2.8(e] rather than
samples. A correction sizting that 10%..- the Boule A speciman. Sectisn 2.5(2)

was e minimum amount was has been changed to clarify that onl

published in the Federa] Register o0 MO may request the retesi ol sither 2
March 1, 1993, - ’ singls spacimen or a 3ottle A specimen

when using 2 sphit specimen collection.
The procedures for the testing of attie

A numb2r of commeanians supporied B remain 25 provosad in sscticn -
2.2(R){6}—that is. snly the danor may

15. Agency 3lind Sempiz Program

reducing the requirements {or agancy

. blind samples fom 10% t0 3% as. - - requast through the MRO thzt Bottle 3
indicated in seczion 2.5(d)(2}. One .- " be tested. Lo -

commenter suggested retaining th2 10%

. . '-- Rar [ 1 j-EY y . F
Cimimum and one commenter suggesiad 7. Aeparting {rncf Resulis o tae

estzblishing 2 minimum number of " - .
. blind samples per quarier for One commenter suggesizd that saction
organizations with 2 smali test 2.6(}). 25 proposed. which ciasiftes the

-t

equirement that the MRO provide
written repons to the agancy on positive
and negative drug test resulis would

2ga
significantly increasa the administge
costs associated with the program *
recommended that the MRO be requitec
to provide written repous to the agancy
for pusitive resulis only. The
Depanment disagrees, ¥Written repoms
from the MRO to the agency on all
specimens tested ensui2s thatall -
specimens have

oopulation. The Depariment beligves
ihe reduced requirement will not have

z significant impact on the ability ofam
zzency to evaiuate its entire drug testing
progrem; however, there is no ‘
pronibition for an 2gency o use a higher
parcentage or a higher number of blind
samples to b2 submitted with denor
specimens. - -

The Deparument has also changed ihe
requirements for the number ofblind
samples to be submitted with donor
specimens during the Initial go-day
period of any new contract 10 conform
with reducing the reguirements of blind
szmples as provided by section )

- 2.5(d)(2). Our experience during the

--past 5 years suggests that itis not’
\ecessary to submit large numbers af -
blind samples to verify the testing o

~conducted by the ceriified lzboratgries..

been tested and the
results of alk specimens bave been
reviswed by the MRO. in addition, he
Depamment believes that this
rzguirement for writien repoms 10 the
agency does not prevent the MRO irom
reporting several resulis on the same
cotrespondence seni to the agency 2nd.
shersiore. should not significantly affect
the cost-associated with the MRO. " .
review of druig testing results.

18. Certiffed Leboratories Notifying

Privete Sector Clisnts _ .

LI

with the retesting policy proposed in
‘section 2.5(e) which provided that on by~

" Two commenters were concerned that
the policy in section 3.3 didnot -\
adequately ensurethal 2 laboratory "
-~ swould inform clients if and when the
the laboratory did not satisiy the
" cenification requirements. The

Deperument concurs that z laboratory
must inform its clients when its *
certification has besn suspended. Since
* the progrem began, this notificatiggeizs
_ been required and is set out inth
. suspension jetter that is sent 1o Th__
labomatory. . ”

reanalysis of the original specimen ot
3ottle B from 2 split specimen - 1777
“ collection. One commenter believes
donor was authorized 1o request a T=test
of the original specimen. Itisthe” " "
Departrment’s position that if an MRO ~
cannot vetify 2 bositive result for * Cmet
. whatever reascn; only the MRO is -
“authiorized 1o request the retes{ oi the
riginal specimen since the MRO isthe™
gnly individual who haszllthe -
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2zt
voiz craien h2 mainigning
o2 2s. T owe ecuced o 2
iz g = an FE Guam cammsentss
procedures i 1at.can tmenisr 2y misz visien. The
the Mandziory Guicslinesisng t chznge in saciion 318 as : D2oa qged the initi
‘t0 suspension and/or proposed.. U araposed, that would zllow 2 cemifiad cenifi (5;.:-;0,. 2.15]
cevocation acions. The puroos2 540 lzhoratory (o have one c;'::an:i:::i-:e uads - il”-ét"l':.c-"-izs
ensure thal ynregulated, privatz sector result wan 30% from e targ2t cariifl Ust orocesd Lz
clisnts zre aware the! the feborziory may wvalues gut requiring program €A regzin s, Such @ -
“Be using procadures wal are notsuhjsct  2gainst iz ladoraiosy. Fowever e . labora viil procesd as in the mast
: to or in aecordance with the Mzadaiory TOMImERIETIS concerasd inatinz Caus? andm nesigrm in 2q
Guidzaiines. The Depsriment haliaves c{or the 2rror may not b2 invesligaisd phass srification Drocs
. that s cemifiad lzhomiory musingi uss since program szien is nottaken - . Howe encs of sectiar
« i3 camification to promole iselias such  against the leboralory. The Depanmiment 308 d to indicate the
. if.in fact, it uses procadures (i2lCo Ao did not intend that this chenge would the recert v aooliss enly
- comoly with the andatory Guidelines  pravanlany iavestigation into th2 caus2- - wherd a ts cemificatios
for sush ciients. This section hzs baen for the orror or that the laberatory wou revaked.-
vavicnd 1o cizvify this requiysmeant, rnol b2 recuired by the Depanmeni o - G
revisea =0 clari - ‘s_.__' :i_l . ake s concenad efior (o getarmine the 70 fAspcHon reqanance
19. Perjormarice Tasting Frogratt causaor the error znd (o take . - . One commenter was congcernad the
. ippeopriate correciive acden., the meaning of th2 phrase “consimen
ne commeniar bailaves that the with goad forensic laboratory prretic
o t verall costs for the cenification in seqtion 3.20{c), as groposed, was b
a iv progra quane: - . program may be decrea ased without subjective. The cammenter delieves ¢
program s sistad in various sa2ctions of  co mpramising the high quelity of the zach inspeciion team interorets, .
suppart C. Qne commenter disagread arogram by increzsing the PT ch ailenges laboratory's procedures dilferanily,
with changing the periormance lasting to a monihly gregvam & ad dacreasing | thereby, whatis accepiable curing or
program o a quanterly program becauss  th2 maintenance inspeciions o onee 2 inspection may be unacceptable duri
this wouid prolang the recentificaiion vear, The Depariment disagress with the next inspeciion. We do not conct
nrocess and suggesiad that a monthiy this propaszl because it is impomaniio Wi ith this zssessment of the inspeciis
. . PT progrzm would be more eporognais Enspect laboratariss at [zast every six.. | prodess. nl...m.gn there is same
The Denaniment has no intention of - months to ensyre that the leboreiory has | inherent subj jactivity in the inspactio
changing the initial cenificatien . _ continued to satisiy the requirernents i process when zpplying cemain criter
procadures or {0 changs the pracedures  the Mandatary Gu Tdalines and for the, under the Mandatory Guidelines, the
when a laboratory has oeen suspendad  inspectars to review the resulis reporied  inspeciors are provic ted clearguidan:
and mus: succassmxlv analyze . -~ for the PT s*r’.::h If corrective aciion on what is to bz inspected and what
_ performance t2siing szrmples prior o is necessary, it will b2 more timmely than  8Ece ptable 2nd unacce; tztle. The
having the suspension lifted. i ; if inspections we.‘e on a yearly basis. In Jep artment ¢ equives trainad, qualifis
addizion, the .’Janaunem belisves a © addition. the exisience of a significan: n pectors (o use & comprahensive
manthly PT praogram does not allew - problem overa icmg D Qd of tirsn checklist consisting of some 300
- sufficient time for a laboratory i raceiy wwould possibly jeapardize the resuls o {;U“SllO'lS to eveluaie 2 laboratory's .
its results gn a setof T sa‘m'as L many mare ngrsgnjai specimens. - ¢ - procedures. They are asked o Tespor
analyze its periormiance, and initate” ey “yes™.or “no’ to the questions and 1}
appropriate corrective acticn ‘nefore the 19 Corvective Action by Certifizd provide camments if the snswer is
_ nextcyete of PT somoias. - Labarataries - - unacceptable. This checklist ensures
One commenter was congernad thet  Ssveral commenters gxmessad that €ach inspector is reviewing.
adopting a qunue'ly 7T p.ogﬁ..s _concern that section 3. 1':{:} 25 essentially all of the same iancrata*'
withoui changing the eriteria for oroposed. would give the Sac.e\a v Lhe documents and vesulis. The inspecti
gatermining acceptable periormance, 25 authority 1o review all results and reporis ate reviewed Dy the Dnuzm
s=t oul in s2ction 3.19, would-incraase activities zssociaied with a laborstory's ao ensure thai progam T q.x....r'1=n£s
the period o evah.a’mg 2 laboratory's testing of specimens for private sector. -and policies are applied caﬂsss:en:h
periormance (0 § montls. The o urr»m..!atod cliznts. This was not the a'm:ng all lzboratories. In zddmon
. Depariment concurs that the criteria for  jnient and the section has been changad the responsibility of gach laborator
oo de:e—mzr:.-ng acceptable periormance, - to indicate that the Secreiary has . - raview the Mandatory Guidelines. te
.{nﬂi iz, par {nmmznce Dn 3 consacy sl\'a 31_11?;5‘;{} o - Suiany T sul[s er aware O! \"fﬂal JS io E" lnsﬁmd D
quaner! T cycl.s would undul _{ . specimens collected for p-n-ate sector reviewing the checklist and other
leng{nﬂn the lime E‘IQT‘E‘ correciv e CE!"THS mgt were iagie dt by the C-.n!“”d :hﬂg"ar"l documents, (o correct
deficiencies. and to vse good forens:

action may be taken. Singe the nmai " .. laboiatory under the Mandatory.-.
number of T samples in 2 cycles of the Guidelines 10 the extent necessary (o

quanierly FT 0'03"3?“ will Bz ess=atiz!ly  ensure the full reliability of drug testing  program..- v :
S - One commenter suggested that the

laboratury practice in its jesting

the same as those ipr 3 cyclass: the, . _Ql Federal agencies. - S
bimonthly PT program. it is appropriste ST _ e+ word “2ll” be deleted from the seco

© toestablish accemaole perfprmance 21. Aecen f:camm e e sentence in section 3.20{c}.2s prope
because a laboratory is not ’nqmﬁd

criteria based on par'o“mance over 2 - . One commenter was c:mce'nﬂu with-
cansecutive ::-;z:lns of quanterly 7T . . lhe nohcw co-ua.nod in section 3.15. as correct “all™ datmeﬁczes identified

samples. All criteria.in section 3.18 that pr anosed beczyse the ccmm@ntv the msnec:o-s. \We concur with the

ertain to evaluating the performanc believed the procedure lo *e-gam cemment and have deleted the wort
all.,” The Depant ﬂentspoiscv has

eof
certified la:)cratonas have heen'changed centilication afier the leboratory’s o .
to evaluale acrepiable performance over & :evtilication has heen revoked woﬂ!d he always heen to include minor. -
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duficienciss o concemms in the critigus
cavzinmed from the inspection T2pors
end give the inborsiony e opdsn (03
tzlce whatever acditional comremive .
zigo it deems 20 faie forane

One commanier suggssts that the .-
appeilzntin ssciion 4.2, 25
Iy
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et 4
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ey
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intzmal reviews o
suspensions.  -. e

her Mirar Chengss © .. 1
addition to the changes.discussad.
shove {here were saveral minor.changss
made in other sections. The acronym
-3MRO™ has-baen added o the definition
for Madical Revigw Officerin section.
1.2. Since the original Guidelines ware
published, the "MRO™ 2cronym has
become a common and accepted way'td
sefer 1o 8 physician perfomming this~.
function. We have replaced “"Medical
Review Officer” with "MRO™ . .

throughout the Guidelines. . '~

_ Section 2.5{d){3) was changed to

" clarifythat an agency shall investigate
zny unsatisfactory blind performance .
testing results and submit its findings 10
HEHS rether than HHS.conducting the ..
initial investigation. ;The Depaniment. ,
belisves Lhe egency must gatherail ., ,

_perinant infommation and investigate...
tha reason before HHS is contaced 0. .
coniinuethe investigetion and 10 ensurs
that the Jaboratory-has taken corrective
aotien. oo . s Y gt

Section 2.5(c) has been simplified to -

require the MRO to send results only to
the designated person in the agency -
rzther than o both 2gency’s Employee
Assistance Program end to the agency’s .
management oificial, The Deparument |
halieves that the agency should havethe
discretion to determine whoshould- -~

x IEaa b

5..

LT

receive Tesulis. % L v

Section 3.3 wis clarified to'read thats

a Inboratory must satisfy sll pertinent,
provisions of the Guidelines in order to
maintzin ceniification while the original
requirement only zddressed satisfying”
the provisions in order1o.qualify for.,-
-ceniﬁca'ﬁun:. Teoamegn WA ARG VSaboe t w0
Section 3.15(p) »asxeviseddo, oo
conform with the review procedure:in
new subpart D.awhich allows :n.. 0, .
Jaboratories the oppornunity.foran .7
informal review pf 2 program action :

December 5, 1995.

. then 2s “'retest sample
urTedt program e

e =

concur with the commes

znd havere ;

thess TT samples.as “retest samples.
| Giher appropriate minor edi

changss have been made for clasity 2nd

cansistency. .. - . :

Information Colicction Reguirements

Any comments related to the'

. Paperwork Reduction Aci of 1980 may,
ba sent 10 the HHS Desk Ofiicer, Office

of Information and Regulatery Affairs.
ffice of Monagement and Budgset. raon
01, New Exscutive Office Building. -
Washingion, DC 20303.. :

infarmation collection znd - .

[
ao

recardkeeping requiraments which
wou!ld b2 imnosed on Isboratories

engaged in urine drug tesling for Federal -~

=
agencies concern guality assurance znd
quality control: security and chain of .-
custody: documentation: reporis:
performance testing: 2nd inspections as
.sat gul in seciions 3.7, 3.3, 3.10, 3.11.
3.17. and 3.20. To facilitate ease of use
‘and uniforin reporting. 2 specimen
chain of custody form has geen .

developed as referenced in sections 1.2.

. 2.2(c).and 22{{). . .-

The information collection and
recordkeeping recuirements contained
inthese Mandatory Guidelines have
been submitted to the Office of °
Management and Sudgst for review
under section 3504(h) of the Peperwork
Raduction Act of 1880. -, . -
Uated: Fohruary 7. 19%4...: o
Philip R Les. . __' c e )
Assistant Secrsiary for Healfth. .

Dated: March 18,1884, . ; .
Dnm?EShlhia.-, A . .

Secrztory.~. | e .

The Mandatory Guidalines zs revised,

are hereby adopted in 2ccordance with
Executive Order 12584 and section 303
of Pub. L. 100~71. Tor the public's’

convenience the Mandatory Guidelines
as revised are set out in full as follows:

Eﬂandatnr‘}.‘ Guidelines for ngeral:
‘Workplace Drug Testing Programs- - .

" Subart A—Géneral
1.1 ° Applicability. 4 - ard L
1.2 D:ﬁnitinn& Lot RO T 3
1.3 Future Revisions.. - .+ - - “

Sutparm S-Scizniifiiz anc Yachnics!
Regquiremaenis . . -
7.4 TheDmigis = -
2.2 Specimen Collaciion Procodurs
2.3 Labosztory Personnch
4 Laborawery Anzlysis Procedurss.
iy 4 ceand O

Quaiity Assumace 2
Reporting and Review
Trotection 9f Tmplove
adividual Aczess to Test and

Labomicry Cenification Resulu,

LE

LI S I LI SN I I ]
bt I ~L I PTI IY

in

C—Cemificztion of Laborgtaries

Subgan

- Engaged in Urine Drug Testing for Federal
Agencies :
1.3 Inruodoction. .
3.2 Goals and Objestives of Canification.
3.3 Genemzl Certification Heguirsmants.
3.4 Capabdility to Test for Five Classes of

Diugs. - -
tnitiel and Confimmatary Caprbiiity &
Same Sie, i

Personnel ©

1.5 )
3.7 Quality Assurance and Quality Conrel.
3.8 Segurity and Chain of Cusiody.
3.9 One-Yeir Stamge for Confirmed
fositives. - .7
3.10 Documeniation,
3.i1 Recporis. ’
3.12° Cenificaiion.
3.13 Zcvocation.
.14 Suspension. -
313 Netico.
3.18 FRecomiiicztion.
3.17 Perfformance Testing (PT) Rensg

{or Certification.
Periommence Test Sunples
Composition.

3.13

2.19 Ewsiuvation of Periormeance Tesiing
5.20 Inspectiens. ’

3.2t Rosults of Ipadequate Poricrmance.
3.22  Listing of Cenified Laboreiaries.

Suhpart D—Praceiures lor Review bl
Suspension or Propased Ssvocation ol 2

Cenilied Laboralory”
A Appliezbiiity. T .

N

.2 Definitions. S .
Limitations on [ssues Subjfec: 10 Review
Specifying \Who Repressnts the Pariics.

"de

du
v
L™ )

2.

4.3 The Reques: for [nformal Review aad
ke Reviewing Oificial’s Resnon

4.8 Abeyance AzZrssmeat

'4.7 Propamation oidhe Review rilzand .
Written Arguiment : T

4.3 Opportunity for Ozl Presentation.

.8
.9 Expedited Procedures for Review of
Immediate Sespension. | -

310 Ex Parie Commmunications.

4.11 - Trensmission of Writtea
Communicztions by Reviewing Official
and Calculation of Deadlines. ’

4.12 Aunthority and Respousibilities of

Reviewing Official. - * .

.11 AdminisTative Record.

.14 Wrinen Decision. .

1.15 Court Beview of Finzl Adminiszative
Actions Txhadstion of Adminisigdive

T, Remedies. . . -, )
Authority: £.0. 12584 and Sec. 3030

CL100-T1.. . .

Ja




o ﬂn,n..l-i
(L T IRV N . W S m —.m._-g m“mv.ow..w. »
. - “ .. 0 Tl e
am Moo Wl e KR ....r‘o._...m.mf 9.5
. mo = i 4™ R b4 b e [ IR ]
BN S o eas:.s“u..,..r..gm.m.%m 300G n..:r%:.a 13
L gy 8RS oaf a'w W6 wUGE Fa A R B g = §.o vy g <
EEEY matsE ey EonbggExae” SREEAE S i hEw S B EEEPLE
- R R P 23 0w, 3 0 8 3 N 2.0 T W, - 2 3 i y
wombs LR ,,;ww,eo.,.mvﬂ w2 LR BHEGLY ws.mmmm:m mmuawlﬂﬁ
. Al gy b R I - wootom w2 3 0 S A w.enos D5 o - al b ¢ frw 2o
T om0 ,.us:_.s.... =i, o ~a_,.,.si.c S RnnE o !.a....a:_o. o ar =0 5 L]
W m [ ! L] gany e} a3 On2 4 Weoe ) TR ] o 3 w208,
.q‘-_‘-.. mes o oW -, WMo og -t e 4 u g a,.%?r\ (RS md LR Q Y =,
o5 .a.cresc_..:?sae... ey e:.n:!ennees th e SR ol T S SES "o
. L IR il R 1w, s g o 0, . - 2 . Fa e P A I y - GJI.H 1.0 Deg o
! &?d;caeaﬁ“haam*rwusaadﬁJammshmlx .ﬁ”q?awyw_rmp.eac.lpssdm
. SR _“.e..un.n 0 on mn..u_ wis D.m“nﬁm.mwﬁ?.u 3 R ¥E nosﬁ"mlasﬁw.no.mn.m. ﬁm@..m.mn.—mﬁ.ﬂm.n,
2 HE Fru..-....l e u‘.—. aw.l o Qn..u.;\“ --2.0 - m .au.!.n.u U.ﬁ.f,h.:ww T.H..u . .Vﬁ L o .
: iR L R Vw3 a SRR P 2E 0 g wERER ™G 29.4
ar —r 3.\0 i 0 Q TR aF o e e e LD o .....—u_.. Aol &) PRI~ —uw. =3
. [ RN [V I = o N . .ACO.ASE - : ' ad 2
5 i 5 T m.n;......m.mﬁ.m?nﬂ.Wm sy kRS tEE
S IR R EETY =gk
. ....un....;\é a..m.umn\vm"?ﬁalcmﬁa%tmu 5 W
a—untl.a.m?emnq.oit.eea?u.Bsmﬂarml
M v”..o.u.me m..sl..caarcn.mdaf.sv. B RGeS
T ﬁ.uﬁ.ma.nw"..a,wm.em.ma?._...msd RN
I T E M 0 .
Q o .Muanw.ﬂﬁ Ts.mu.%s.md.l%csﬁu -
TR (31 . . ¥ 0,
(S =T 7] at . Zpw .a"SD.. . .
A Qb A [+ B ~ = ol v
TR r_u.ly v BV I — -~ 1
b~ L ncen...@m.nﬁ“w BETE 5568 BeownL o : ..mw...n.w.x”m.
mEnoleonU 0wy 8 =R wee . a . EH e : e .. eal..q.n..on
LI LY e R s | r D..nh....us.... ~ ; T — ey 2ol e % azﬁm.e. e} "o .._.Lg\.-...v.....:i
.....n-n.......c":.ﬂ_w. o L L P Tt AR | o Qﬂ.ﬂlﬂ. . ckrna. .dﬂ.” nuaur.nnzisu.s
W _.,,..n...Cﬂ.... b= . cEbp -t o8, E%,U.a.naafﬁma.m ..m.m.mm.a
o : : K 5 WD 2 Vg . - Besode BE .
W - o wY g p o ar v umr.m.mnmm mu%ch BXgek 6. ¢ 8 g p oo
. . ; o - o o e.wmo.m..m L5 2 - o G 2. ,.._m.....wnw,w ma..nmmgh......c.w.m..
.. Y] 0 rl o UG ow %] 95 o o o m.q.. A oo - .& ALY o iAo SAN‘U D...mu.a- 0.0& u.wu Ed.mu_-\ £ 0= =
: . 1 ! - gt i 4 = - ~ gi =
o S enic W PR m o g oo o B8 s e g -.m.z.\.ssh._.ea A Onwgp - 4 g
m YA W el B geap-a? PGS e 0. s v STE L P g auwt..lm.nvadnt.m.n odor....ses.
G, hE 5.9 pe e s.msar w2 "__c_.sp:mn”n:cﬁnw.mr.udmmb.wu.mﬁdomm_and gfPo > tcm_u,s.mm
g, 7 EFRr Y oy e mt e R - 5 §n = e 258 i = g £ ] = 3 = ;ogr s B2 la ) o5
TRE Y TS M M= Oom gl A B T ] = > Pk LRy WP Yo,
ey s Yo T L..i.arr L poched DT om0 AL a "y v e ﬂ.v Foow L o Voas .
= uﬂs,:“.i..m;_.\:...im_i..zwim.ou. m,mh%.mu_\,mm.wwﬁmifmmm?cmfmm.L.m?f.. e BURLEN
AR oo "n..,.“v._...“ G adL bt 2noWs i gf tur.o.cns.ﬂ - P hin, Yy AB W O Bowogio
oy O oY pob et a‘..n_.moo._... 5 G >=¥g @0 TEarlgady =g B we¥pan AL - :
. Ry LR S Y w ..S.-.... o (=S T A Fias i L e e WO O e o 5 L. . o — B
.mn.”..” H.F.H_.qn W LY “;.ma_nm...v auefﬂ.mm.& n._..nn 3.!.5“&%m‘a..MTﬂ“mcCaO.G @ ) ._uh.nmm“ e.ﬁ&am%ﬁ.&.&ﬁﬁa.ﬁmamq
P + DA ] i . TR M= T H e " * . a y
¥ sxﬂa“mraeum.ﬂae ‘wl..,.m_.._ma "...ﬂmmmdr.uu..:w.:n“w“.waﬁ.m.mﬂﬂa.mmmem.:ms.dwk n&nsucmu..mn.n.mﬂm.
e e T, B - < in BT - R S S ey M- . ...:..Oen R [« ISR DI ]
fole i R AR - ncranv. _,.esc.,.s E9e.3 ng K .TCI.etm R
ey B e .\a...n.un s R .._un.........ln.;_no:..z RS w o Taaﬁ q m Y &C.Lno.{c
oA, w A b - 3 Ha.taﬂ,.ennuot‘a .ﬂCunCm.l.nV;a_a.Wn 5 = uasa..r..... g v .
LG M [ I i o 11 B L L ar\.\na.l M - o] M .-..CJ. C_mnuaﬂu.d £ nhkca—d
REER Y o W PR P (e v (5 R Y m...e:.a: L E o el n o - .ﬂ_..ec L
L BT e O Pl =t 07.!..‘uo L gep 20l gy d 2 Hwn = BOoOSWY e R v
A e e S0 oo e - ® o, = a 0.8 -3 o] N og oa T LI ] 0 L] - e g
R et e G . ] . T W v vy MR D 2 gt Ko o o - R
0 —...c..._.nu 9.7....“:..3& -@J:Q..nnmnﬂ.mumu:.fﬂummV.ﬂmm.ﬂman.nu” Qccu a_.mﬁm]ﬁk.rdaacnw. ..-m._.uu.ﬂe
PR R R cgal2uliuy ena..mﬁ._am.. ;.1.n&.ﬁ % a.nCs..m.m.mn.m ¢ owRs
. G) vn L . L4 "es b ot .s........r. . = s - 1. wi [ - — s
Gk _wh::..m.n..m” .....ﬂMer.m.,anO 820 5 mUETU EE ol 2o oo
..)_u“.‘.a:ai m.....scuiaecu ....cda_.aebte;....m = el . @
ma_q::?:T;ﬁmﬁmueqﬁl..nim.?f . g g
L oa 2 gl on n AR LT LA . . W .. i
..1“2.&1: nus 5.&% ERCE R R oo P Pl o L D.m.
....:.“:_...5. - . b’ - [V ..J.
o ot v . 1) [} L . et LI K L4 [ a4
SO ol BN SR S LB
Ui ' RV .mu.an <o w W wme el :a_d..ae ...aﬂ_a.
N S . 0
o, el 2 ap .= M oo T mg. m.::.....l.i.n. Mo owd
D oe wh o T E.q 6 g0 mqmu. .em....um GEeEE :
N e g e om0 SR i v UG oGP, 0. Uig 5D R b = £ ..
@ . 2N WO o, Do oo vl mn mm...u.d = ooeg g Wig o R Z ....z...m.u.m...u ¥
IR =y AN S R e I T TGt W e TR 3R L el E
e woow o W oW Ay E.mx:m.ﬁan.w.&e%.wvce.- .“.V.oﬂuﬂ.a.l..n U G?%Mg.m s3p: 2
o A m Q FRERCEE TR = Lot T Lo n s AT n o oW w., . @ ] ) K =
i = .- pol i Qo Dna o m M : i o
woE gl “ yw;m.ui.. AR m.mﬁuc.ur_w_.hmwdSs.mmm.m,ex.mh n“..m.maa%w. .mm.%.mﬁ_ Ity
W h Wt L ow fasbvag O Me o8 B e g - . U I B b Tz B
w P 49 aue o H oo - Vi Mg M2 H P R T .o gpian =T P [»)
A I R MBI Tow : @ e G vao - = pHg 2 Bl g wEN, o S E oY T . .
Vi N e LRI [FRR v T O .. oo TR I T o ~ oo e P © =g . =gl ey
v g B *h oy z i O Eg 0.0 GE,&.!S.%E..: BT w DTk wow 4 :
_..l.i_cuuc [CIPEE 0 9 @ Qo0 P B .l B o oae 9 < — Dﬁ..l. -, RS V<Y a2 nao jE8
3] ALy T B m w 9 G K "y [3) e o G o ol o -~
i £ wauyg M P A Ew I @ oarbd 4 b ] NN U0 R a O . p « =
BoESm 2w e Ul Hs] - P ovoe f a.z...i.nrnﬂ Q. at 0B . o u
- n = Yy e % e H — S..t!a..v.r. > U pma 2 g o g LN 4 ' _ﬂe.
ss....eeelcﬁex._..he ol ..lcn.ow...eoaso,..xa aae.rts.,ﬁr.s Q&2 a'h 52594
a o B cen oo M A I ] el I @y oom g - %”.._D.u.. TR ‘R a v d T
R A CSG. £l | ar o, S oo g i [2 -nfESr.Qsa}S £ . 0. > | Nw._r...\m v
w4 B ] ...a....a...aaum: @ gy wuU-E g (S hB.ﬁ.Beﬂ. Rl IR e U opsyon uEkg . .
ws 2 n L e ARSI « A + oaulr. A 2oar beog v 3 LU I - o ] .&ﬂénrh _G.ﬂ\
e 1t _..us..ns.ﬁ. MmOy ow e aV.unr.:CaO.__..! B 2 P ...SnQ.GCW Q.m R ﬂao.a..l. LI e i q
0 Hes 1 28, RN RN A B @ .ioaas.ﬂo,i. Sa o L0000 2@ 3 L Eanyg i
g .lon?..Cr.a_ - = w GC.nStadC i e S TR Ba0en G THOwnpl
a.C<wE. o E e P wodm oo giheygy n £ oo Eeg .u.mgs. u.g = 2l E s U9 I
PP LA TR U Rt ] T Oy g~ 1 o8t v g o0 B v e Yo o wh @ U o, TUETHY o
el T u..s.rter. [ Deae Wi pwtYn .m...cs T D o e RN R,
. efy Bl T.L_\ R PR I o4 e R N L op 0 s e OOV 0 HEE DS e U oo GG mu g pat'g ¢
prih YR tf.h...: Jd.m. 2 5 2, .l..ﬁnw bSEE_l.Ssr»ﬂ&a. 81y (R .UE«.I......H EER . ! = . 2 he . <
. H A - 1 O O 20 Hognt l.k,a....l..e TS oo PR W e A
12 RN R A C e 0., O V. Mg w o O o WLy L P T e R ) uBu-h, o c
nnSwd v Yoo, oh L. BRI 6k s Mop g o ¥aie D018 4 Hap g oo e M g5y 6 Yoo ® Rl . - -
ey Rl - Ve Gw F G ey, U5 et _...c(c.ecgw.- 1k P - -
wﬂ Lt opa Qzﬁh. aa_ n.._......uﬂn,m».dm&ku L2 ..m._.f_ Mm,".m.:_. w0 %dm"rm ﬁnmw. = ....C...u e "u..m_ LA Rt ' c
LIS TR LUy o =~ a0 win | ] Y n s .:r\_..u o DR U.mca.! v
: ¥ - “4, s b M Q4N g a1 Mot g B+ .
m..“ _.".c L+ § - Mw M-_.ﬁ. lm....nm...m R Y 41 ._nw .\“ “- &1 px E ".__ua VAo @ ) ;
Ve mlgs ety R R N : . _
" .: Nt N o R TR s s .
ety "} .
O T m .u. ! ' .



ATTACHMENT 2

M N 41
1 43

noee o -
ey b

iy

—

arder ta ensure the full retiabilisy

zcoutels reOOiing O
the integrity and efficacy of Federsl

he integr .
crug tesiing progrems, ne Seoslary
: s changes to these Guidelines
e t

mprovements in the zvails
scisnce and technology. These ciangss
ished in finzl 2s a nxicz in

€
Suhgart B-Scieniific and Technics!
Azguiremenis : .-

e
nrescription or when used as otherwise
autharized by law, Hurdreds-of dnugs-
3 d under Schedule [and Il and
not izasible (o test routinely’

2 D
ia: alb-of them, Tederal drug testing
nrograms shall 1est for drugs as follows:
(1} Federal agency applicantand '
candom drug (esting programs shzllat 2
sninimum test for Marijuana and .
peaine: v ..

(2] Federal 2gency epplicantand * -
csndom drug testing programs are 2lso]
authorized 1o test {or opiates, - - -
smphetamines. and phencyclidine: and

(3] \When conducting reasonable  © | .
suspicion, accident, oF unsale praciice
testing. a Federal agency may test for '
anv crug listed in Schedule lor Mol 2 2

{b] Any agency coversd by these =
guidelines shall petition the Secretary in
writing for approval to includeinits .
tessing protocals any drugs (or classes of
drugs) not listed for Féderal agency .
\esting in paragraph (a) ol this sectiom: -

2]

- Such zpproval shall e limited tothe -

use of the appropriate science and )
technology and shall.not otherwise limit
agency discretion to test for any drugs - -
covered unider Schedule ior I of the .
CSA g T T

{c) Urine specimens collected .
pursuant to Txecutive Order 12563,
Puhlic Law 10071, and these .~
Guidelines shall be used only to test for
ihose drugs includad in agency drug-
iree workplace plans and may not be
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cannot be dadicat :
testing. the pornion of the facility szd
{or testing shall be secured during drug

testing. .

{c) Chain of Custody. Chainel ~
custods sizndardized forms shall be
nraperly executed by authorized
coilection site personnel upon receint of
specimens. Handling 2nd trznspanaion
of urine $pecimens from one authorized
individual or place to znother shall
always be sccomplishad through chain
of custody procedures. Every eiivn shill
&2 made to minimize the number of
nersons handling specimens..

(d) Access to Authorized Personnel
Onfy. No unauthorized pemsonnel shall -
be permitted in zny pantoi the
designated collection site when uring’
specimens are collected oz stored,

(2) Privecy. Procedures for collecting
urine specimens shzll allow individual
privacy unless there isTeason (0 believe
that a paricular donor may alter or
substitute the specimen to bz provided.

(7] Intsgrity and Identity of Specimen.
Agencies shall take precautions to
ensure thal a urine specimen not be

collection procedure 2nd that -

.informatiod onthe urine boule and en

the specimen chzin of cusiody formcan
identify the donor from whom the
specimen was collected. The following
minimum precautions shall be taken 10
ensure that dhaduiterated specimens 2re
obtained and vorrectiv identifiad:

e

- aihar materizls which could be used 10
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& Yot
22
sigie
wwiist 32
shzll 22
o shaw
whare uni
(2} wh
colisciio
skall requ o
icentification. [f the doher do2s nat
have proper photo identification. the
coliectian site person shell contact the’
isor of tha donor, tha céovdinzior
av

agency ofiicial who can positively
identify the donor. i ih2 donot's
idemiizv cannot o2 esighlished. the -
collaciion site person shall not proceed .
with the collection. '

The collecion sit2 person shall ask
T io remove any unnacassaEry
arments such as a cozl or jackel
izht canceal items or subsiances

uid be usad to tamper with or
ulizrate the donot's vrine speciman.
ollection site person shall snsuse
ngs such
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wash and dry his or her hands o7
urination. v '
(5} Afier washing hands, the donor
shall temain in the presence of the
collection site person and shall not have
sccess to any water fountain, favest,
scap dispegnser, cleaning agent. or any

—-

adulierate the specimen.
(7] The collection site person shall
give the doner 2 clean specimen hotiie
or specimen container, The donarmay
provide his/her specimen in the privacy
of a stall cr otherwise panitioned are2
that 2liows for individual privacy.
(8) The collection site persan shall
_noie 2ay unusuzl behavior or .
appearznce on the specimen chain of
cusiody fomm. . )
(9] In the excepiional event that an
"agency-cesignated collection site is not
accessible and there is an immediate
requiremnent for specimen colleciion .

2.g.. =n accident investigation), 2 public
the

rest room may be used according to W
following procedures: A person of the
same gender 2s the donor shall

accompany the doner into the py.’

{3

+est toom which shall be made salSie
during the collection procedure. I
possiole, a toilet bluing 2gent shall bz

44 »»
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€3 if mo Diuvingegeatis avaiishiz
N 2ot grs dihutno, el s 7 :
catizorizn site perssmsialiinstucifie. empeanse ziingenime e
Canor not to S thetoiiet it the - prescridad rznge. _ e
soeciman is Celiversd tg the doicion (12) Immedigralyafterihs specimanis
site nerson. Afier thecallectinnalle. eolarterd_the egllecdan site person”
"Sa-sanm has possassiomaittespeciman,  shallalsoinssec e sfecimen
~he donor witl be e dErmmine ts colovand Isok fErany
1aiisg a=d1g gamil st coEmiTeTs. AnY unusnesd
- rollactiosmsitz = g szt ba moted o the spechmes
+ ghaiz of oosind I custodw forme TR
u 5} All spécimens susperied of baing’
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fram the donas rated 5 iz 2
persan shall ce: S R vE— fzd toihe labarmiory for tasting
rrime in th irnen botthedemntaizer, 18 Whan thare | . ~
"‘"?';“.f";"?‘i??'ﬁa e memter than 3 N (18] When there {s 20y reason (& -
Fine vosue eoder (NI SV faliorre P o mer mmasm m e L,

.'].., . : .;_4,,:,25,_,;__;? e " believe that s donor may have eltzred of

Rk hahe E“‘LL LS RIS suhstiiuied the sgecimen (o 02
B} . pa :s ;‘.._

Y H
and e tarpemiitse . h .
“sccentasle mmege sgecified imstez i3 0 Y 27 31T GOl SPECLMAT
nelgw, the soecimean is &is aideg ang g  Jgi9TWEOEC (a2 e t?.a;':_re:o‘-_.- a8
socand soecimen shall becollacied. The 12siing. T.Le.ag_.-_cj,*snal: sziect e
Conar mav be given 2 reasozebiz abserver{f there is no-collection she
amount of linuid ta donk for this persan afine same gANGET avatizble.
surposs (s.z.. az B.oz glass of water (7] Both the-doner 2nd the collzetion
Ivem 30 mic. pulnoltoexceeda sit2 person shalf keep the specimen
meaximuem ol 24 ozh H theddnen fails flor bastle/cantainer iz view ai all times
iy reasom 1o nrovide 30 ol of Lmine jor P10 10 1S D2ing szaled 2nd labeled. U
ths second spechmen callected, the the specimen s wznsiered fom 2
collection site persaz spait comac the:  SP2CHTEN COAITET 19 3 SHECIDE -
anproptiate auihority to chtxiz puidance  JORIE h2 coilzsiion site prvson shall
Gm the aciion to be taken. reguest the donor (g ohserve i FRnstar
L] 1 the volumme IS less tran 39 L, O the specimen and the placemert of
nd the temypemture is ounside the he tamper-Fvident seal/zpe o tie
~centahle repee specifed ixsten (13) beitle, The tampar-evidant seal may te
N o ety e in the form of evidence tape, a sell

.
e
e .0

secand sproimen sazll be

[ I > M £ 2

elow. 2
allzcied osing the procedime speciTed sezling bottle cap with bothl a (amper-
: e svident seai and unigue coding. cap and

a.

can ealy Be sealed
sysiam t2at.

with the |

sten (13} belawr. . : :
(11} Afier the specimas bas peeny - Doitlzsystems &

srovided and submitted 13 the. -

G
&

one time, or any othes

collscdon site person. the domorshaiibe  FRSLIES 20y 1Z2 peris
allowsed te wesh Afsorhegbands -~ - . SPECLTEN wiil &
{12} Immadiately 2fterthe specimen | personnel duziz

ik &
.collzcted, the collection site persoz .- -

. shzll measure oniyilie tempeniz-e s

the eccessinning
oTocess. - . e T

13

the specimern. The temperatirs- - ~. donorshall be presentaltie same iime
measuring devire used must accumtely | during proceduresoutlized in ..
reilect the tempereture of the specizrer paregranbs ({18 H{0}{22) o this section

 2nd OOt contamminate the specimen_Tis - (19) The collemion sita yerson sall

v , £h

tirme from wriaation (o terpeRinee .
s eriical zne ix ng tmse. - identifcation label which coxtzins the
. shall exceed 4 mimutesi VeS0T o datel
the temperature ithe - - .. -~ 2oF cther idemtidying infeomation
- - provided ot reguired by tie agency.”
*(/30°100.°F, that is & reasen to belizve {20} The donor shat! infuizal the - -
that the donor mav havealtered or - - ideniification fabel ox s specioen
substituted the specirmen, and anotes, - batts lov the mopose of cerdfying that .
specimen shall be collected under direct [t is the spegimen collecied from kim or
opservation of a persanr af theszme. e el S

gender znd both spedmensshall be . (21} The collection sitz person shall
forwarded to the laboralory iz testmg.

measurerrenl

) enter on the spedirnen chait of custody
"The agenry shallselect the observeris form alk trismatias idemifeing the -
here is mo collection site persorofthe’  spedmemt o s s e o0 T

" (18) The callsczion site person and the

-, placa secuzely om the specimern batile en

he donor's specimen aumber, and -
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2rson dirscily observing the specime:

silection shell be of the seme gendan
The sgency shall select the abszrver i
there {5 ng colzction siie gersen oTths
same gender avaifadis!

(24} Thacgitectisn site parsan shail

amplete the specimen chain olcustoe

isrm. )
{23} The unne sgesimen and

spzcimen chain oicusicds irmare og
ready for shinment. [ftie'specimen is
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z extended pedod of time

shall be packaged for

*
-~
PR

iling before he or she lesgves the sitz
ollzcrion Cenzrsl. Vo the
imam exan: possibia, colleqion
sit2 pemsonnetshell keep the dunot's
spacimen botle within sight botk bef
afer the donor bas urizaled. ARe
he specimen is colleced if shal b

1

the spe
propests sealed and ladeled A
speCimen chainof cusiady form shall

used for mainzining costrol 2zad:
zecaummbility of each specimen The
date and purpose siall be domementad
on a specimen chain of custody form
each time 2 specimes s fandled or
trzmsierred and every Mdivideal in the
chzin shall be identified Every ellcst
shal? be rmade to minimize tie num2:
of fezsons kancling specimens.’

(%) Split Specimens. An agency s
but is not reguived to, tse 2 spliz
specimen method of colfection. ITthe
urine specimen is splitinto two
‘specimen boitles (hereinafer referred
zs Boitle & and Sottle 2} the faliowing
sroeedure shail be useds
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oo : zar ; . . Zoum tesiimony, reseasth oonreming
Sa the rezson ] R & }":::a: roxizslagy of drugs aa‘
. = et : zidz A . oraother famors wdizh gus -
Extel inais
5 foreasiz waxicsiogy, o
e (3] This indivicual shz
0 in and responsibie for e
2 mznzgemeni ofths drug
T laboratory even whers anet
Colla individual has overzil respa
Tegu Yo skip U 20 eniize muliispecialin
o pracedure. - coug testing led . {4) Tuisindividual ska
13 i fo- = : ; rzsoansible for ensusing
A o gnough 'parsonne! with ad
.contzining  de irzining and experience
2. is10 b2 hoxe 2nd canduct the work af
laboratory. He or she shall 2

272 1S RJ ca
 zdditional urine availabls for the second 4y T
" specimaen botle (Sottls Bl. the fimst amperin pessonne! by decumenid
soecimen botle (Sottle A} shall shall insarvice training., reviewis
neverthelsss be processad for tasting cust perisrmance, 2nd verityin
3) A rminimum of 15 mL of urine con {3} This individual shai
shall be poured into the sec zmd- . s r2sponsible for the laberaia
snecirnen bot:!=- (Botile B]' IR are orocedure manual wiich
(4] &ll requirements of this _z: ind sin up-to-date. avaiizlle for o
be followed with respect to 3ot :;.3 laboratory and co "i=' s.ax:}"‘ss performing tests, and followsad by
Boutle B, including the requirem carieis, aa.nd-:’:.:o; ral ;;,\ i-c= wemomnal do  personnel. The procedure
that a copy of the chain of cusiod I oot have access to the chaia of cusiody . OF reviewed, signed.and dated b
accompany each bottle processed under '-‘G_“ns: there 15 no reeui-ement that suah | Tesponsible pemson whene:
solit sample procedures. T o o ,“:,_ T e procedures are first placed inwd u
(5) The collection sit2 shail send the  £F ‘Sfj““fcf;‘c; mentchain ol Lustody  Lpoovid or when a new 28 o
s;ixt specimens (Bottle’Aa and Botle g}.. 07 W€ PACREZI CunRS waasit . essumes responsibility for
at the same timea to the laboreiory that Seetion 2.3 Laboraion 7 Personnel of the drug testiang labbra:a
“will be testing the Boitle A specimen. - (o) pos s Dov Menaze: ment. (1) The ~ 2il procedures and r:latas
(5] if the test of the firstspecimen - | p ot T o b e s esponsible - are in effect shall be main
boitle (Bottle Alis verified positive by~ . person (RP) to assum u‘:m“s‘ ional (Specific contents of the
the MRO, the MRO shall repont the organizational. oduz;:'anal and manual are described in s
. result to the agency: Only the donor administrative responsibility for the 2zl - t
may request through, tire MRQ that the Eana*a.to “s urine druz testing facility. (8) This individual shall b2
ecoqd specimen poitle (Boule B) be - 2 ThL individusl ?’*ali ha%fa ‘" responsible for maintaining 2 quality
tested in'an HiS-certified laborztory for  gooymented manmzc:uahncano“s in  @ssurznce progrem {o assure the proper
presence of the druz(s] for whici a. " znalyt +ical forensic tox'::n‘ng}'. Bémx.*.x...; perisrmance and reporning i all test
positive result was obtained in the test gualifications are: R suhs for mainieining acceptadle
of the fizst specimen bottle (Sottlz A). (i} Certification as a laboratory anzivtical performance for 2fl contzols
The MRO shall honor such 2 requast if  gdirecror by the State in forensic or. . and sizndards: for maintaining quality
it is made within 72 hours ofthe . clinical laboratory tcmccingy or - = conimaltesting: and for assuring and
donot's having received nbtice that he ., Eu} A Ph.D. in dneof the natural doc umenting the validity, reliadility,
or she tested positive. The result of this  scisnces with-an adequate = .. ; " accuracy, precision, and D*‘hﬂun&"lc"
west is rensmitted to the MRQO without | uanrgmduaga and graduate educztion characreristics o:eac.n tas; 2nd test .
—.?“garc to the cutnfl l"“'"ls USEd o tesy. - in Dtgiog}r chemisy . ‘__n A S"S\...;..," ".“’. -t --‘-"v= . .
the first specimen bottlé (3otile A). - pharmacology ot toxicology; or ’ (7] This mds"-m.al 3hail be - N
(7) Any action taken by & Fedesal .~ . - (iii} Trainitg and experence. B responsible for taking all rememai s
agency as a result of an MRO verified .- comparadle toa PhD. inbne of the . " actions necessary o mainain fr v T
positive drug test (e.g., removal from - natural sciences. such 25 a medical or . satisizctory operation and perfovmance -
nerforming a sazety«sensmva mr’c"zm} - scientific degree with additional of the laboratory in response to quality
mayr nmceed wnemﬁr Bouie Bi Is otis.” training and lahoratory/reseasch * ;- conirpl systems not bezng within
nottested.w ;- i o e L "experience in biology, chemistry, 2nd .- periormance specifications, errors in
(3} Ifthe rﬁlﬂt ofthetestonthe  , . . pharmatalogy or toxicology: and - result reporting or in analysisof - «
secsnd specimen botile Bottle 3) Jaﬂs .~ {iv) In eddition to the ;gquremn-w.is in per riozmance testing results. This
1o reconfirm the result reported for {i). (ii). and (iii) above, minimum - - ~ . _individual shall ensure that sample
Bottle A, the MRO shall void the test "+ gualifications also require: - ~ - ° ~ .- results are not reporied untl all
result for Bottle A and the donorshall - 7 (A) Appropriete experience-in - ¢ ~ - corrective actions have been takernt and
" re-enter the group subject to. faﬂdﬁ,m analytical forensic taxicology in'cludiz:g " he or she can assure that the results-
testing s i{ the testhad notbeen | . experience with the apalysispl  * .- provided are accurzie and relizble. .
conducted. The MRO shall nnmj the.. b[giog;:gl materal for Q*u::s of am_se‘. : - (bl C-’r‘xj}'mg Test Results, The
Federz] agency when afailedto *. ... and. . See v - L *ano-amry s urine drug testing .ac’
i .- - shall have a cerdfyingscientisi(s)

reconfirm has ocowred’and the agency .~ (3) Annmnﬂata sz_mng Zad/or:
shail contact the Secretary. The.- . .  experience in forensic z2pplications of
Secrer ary will 1‘wnsugaie Lac Iaxlﬂﬂ o znaly uc‘..i tox'cology, -.g‘. aubhcauohs.

< defined in section 1.2, who reviews all
periinent daiz aad guality control

.o o N o . 46 »»
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evidence of possible tampering and - -
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ofcustody {orms. Any Eirers evidance of
tarpering ot discrepancies in the - -
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snecsman chain of cuszody-for=s i
tiached to the shipmentsiall ba
immediately I"‘QQ:LEd to the a.@.ery:-. and
shall be noted on the specimen chain af
. custedy forms which. shall accompany |
the snﬂczrﬁens-xmlemas. are m' zr.e T
- labaraiory's possession. -
(2 Sa.....‘..-n poxles wt'l' nav ._:ﬁw be
retained withi the aboratorys T
accession ez ondl all anaiyses
been compiztad. Aliguots and..
laaa—a.,.s-w: chain of custody & forms sl"_.J_.
he used by laburatory pEsonn nel for
conducsdng m*na?:md’ confirmaissy
tests while toe original spe-c._."‘e... and
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.-econa: nagative. Ng fusthes esai
hese negative specimens for &
permitied 2nd the specizmens shal
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the [zhemory ‘s intern c:.:x'- <
.oq.an. : .
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_spacimen'by the laboratory. Before any

" ‘of negative, and the cinoff for each, the .
specimen nuober assigned by the ~.
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zgency requesting the zuthorization o
include other drugs shall submitioin
Secretary in writing the agency’s.
sronosed cosfirmatiory (85t meinoos.
asting levels, and proposed
erfommance t2st program.
(3) Specimens that tesi negative on
confirmatory tests shall be reporied
2

)

negative, No further testing of these.
soecimens for drugs is permitted and
the specimens shall eithet be'discasdad
or pooled for use in the labotatory's
intzrnal quality control program.

(z) Aeporting Aesults. (1] The'
laboratory shzl] repor test results to the
agency’s MRO within an avergzge oi5 .

working days aRer receipt olithe . .-
test result is teported (the results of |
initial tests, confirmatory tests, or, .
quality control data), itshalibe.” . ..
reviewed and the test certified as an’
sccurate repost by a centifying scientisy”

who satisfies the requirements:s 7

" described by the definition in section -

1.2. The report shall identify the drugs/ |
metabolites tested for, whether positive

agency, and the driig testing laboratdry
specimen identification number. |~ - .
{2) Except as otherwise provided by

this subsection. the Iai:gor'ﬁtoi_-y' shall
- testing programs when requested by

report as negative all specimens which
are negative on the jnitizl testior 7, "
negative bn the confirmatory test. Only
specimens confirmed positive shall be |

- HHS or any Federal agency forwhich |

agency oificial responsio .
caordination of the drug-Tee workpiac
arogram a monthly satistical summary
af urinalysis tesiing of Federal” .
2mployees and skall not include in the
summary any personal identifying
information. Initial and confimmation
dzia shall be included from test resulis
seporied within that month. Nommally
his summary shali be forwarded by

<

r e

registered or certifizd mail not more
than 14 czlendar davs after the end of

hz month covered by the summary. The

:
summary shall conain the following
information: .-

nitial Testing: . =7 " . - .. .
- {i] Number of specimens received:
{ii) Namber of specimans repuriad.

i

gutiand L7

{iii) Number of specimens screenad |
positive for: Marijuana metabolites,

Cocaine metabolites. Opiate metabelites,

Phencyclidine, and Amphetamines. .

Confirmatory Testing: .. .. .. 0 . .

{i) Number of specimens received for
confimmation: . - 0 . LT L .
. (ii} Number of sp2cimens confirmed |

- Tam

" .pasitive for: Marijuana metabolite,
‘Cocaine metzholite, Morphineg, codzine, -

Prencyclidine, Amphetamine,and - - -

 Methamphetamine_ (7) The laboratory .
shall make availeble copies ofall - -

analytical results for Federal drug -

the labotatory is performing drug test
services, . L

", drug testing, as well as conuwacis

remomEc positve o {3 52 inswusied
Ehvoink BF zger ziirecords
‘agsitive for ez S| geimen
'specime: Y=r raizl; drog testin
gmohstailis conce fnara : {2 years
10 or greaier thah 200 o3 oy & (2] Lonz-Tesm Siarcge
confirmatory tese [ his citericnis noy Sozen storzge (~3I3°Cs
mat the specimen m 2d as that positive urine sp2cimens will'hs
nagative for methe svailzble {or any necassary tatast |
EEJ Tae MRO maz I Unless otharwise sutborizad in writing
!zhareiory and the H 5y tha agzncy. drug testing lzberzioviss
orovide quantitstion of t2stresuits. The  shall reczin and place in'propesiv., -
wiartan recime o e 15 MR0 may not disclosz quantitation of secured long-tarn frozen storege for e
Cocaine metancie? 150 i2sivesulis {o the zgency Dutshall repot minimum of 1 yearali specimens | 7
Onigtegss - . - ¢ _oniy whather tha t2st was positive or -, ‘confirmed positive: With 1-yesr
BABEDRITE oo eneeiesranpnmeeessenls [ 2 3G3 pogative, - 1o - L. period an agency may 12
Cod2in? o secemmcemnnas R : . 330 (g-, The Izborzwdry may trensmit lzboratory to retain t oisTan
Prencycliding i [onn 23 resulis'to the MRO by various elecironic  additional pariodof Iinosuch
AmShelamines: ’ ‘scd mezns .(:‘6‘- gxampls, t2leorin! : rzouest is received. th oomay
;:ini_z?:“m 09 :;c;:mzlg. or compuier] i 2 mananer ciscard the specimen zendofl
HERETAES T dasignad to ensuse canfidentiality of e voar, exceut that the rsxzlibe
1 Daliz-geta infarmation. Pasulis mzv not be regquited to maintzin mans
'a:;;ézz.”, : o provided verbally by t2lephone The _L':;E:}_.er legal challzn
et e S iso cantain amphemmine E;:_:zara:or,r must ezstre the securiiy of ;er‘xcé... S e e .
' &t a conganration 2 200 ngfmbl. -~ ifedaie tznsmission and limit access 0 (i} Bstastinz o/ o
Car . Is are subisct ¢ any data tr2nsmission, siorzge, and reanalysis by gaschv
{2) These test levels 218 suDject o woroval system. . spectrometry of a specimen
change by the Department of H22lth 2nd "5y The laboratory shall send only o rapomed positive o <he testing of Soiile
Human Services as sgvancasin .. the MRO 2 cenifisd copy of the ariginal 3 of a split specimen collzction).
1zcinology or oiner consiGaraiions chain of custody form signed by 2 Dzcauss some analytes detssigrace o are
warent idenuficaiionoltaese . = caxifying scientist, - - lost during freezing and/or storzze.
substances al oller CONCENURLCOns. 12 (5] The labarziory shal ' guantitation for a retest is not sudjz

. -
2 specific curail requiremen
nrovide data suificiamt
presence of the drug or met

(i} Subconmreciing. Drug

lzboraiories shali not subc
stiz2ll periorm all work'with theirown
personnel and eguipment unless,
oiherwise authorized by the aganchy.
laboratory tmust be capable o

periomming testing for the fiv

phencyelidine, 2ad amphetamizes)
using the initial immunoassay and . N
confismatory GOMS meihods spacily
in these Guidalines, . .-~ | .

(%) Leborgeary Fecilities. (1} . .
Laboratory facilities shall camaiy wit

" applicable provisions of any Statz .

licensuse requirements, - 7

{2) Laboratories cemtified in
“azcordance with Subpart Cai these -
Guidelines shall have the capability. at
the same laboretory pramises. of | -
performing initizl 2nd confimnatory .
tests for each drug or metabolite for
which service is offered. . | ST

{1} Inspections. The Secrziery. any -
Federal 2gency utilizing the laborziory.
ot any organization perionming o
lzboratory cenification on bebalioiths
Secretary may reserve the right to.
inspect the lebomatory atany time. . -
Agency contracts with laborziori

s

. . callection site services, shall permitine
ting  agency to conduct unannounced
 inspections. In addition, priorio oz

— ' 48 »»
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swzsd iz
svaluziisn
the {zharz: 37
{m} Documenigtion: n
lanamsionies shall maintzinen
zvailznle {oratlzasi 2 vaas -
documeniation of zliaspects o
tesiing Drocess. This 2-ye2r 32
Y2 sxipnced upon wrinten nol
by HES or ov 20y Tedaral 232
which laboratory services are
previded. The required cooum
shall inciude persannel filas o
indiviguais avthorized to nave
specimens; chain of custocy fa
cuality assurance/quaiity can
scords; procedure manuzis: 2

jonal Requir
e.-:r'f‘:'ed_.,b ratories,
{1) Brocedure Monual. Tech

labaratory shell have a procedurs

manual which includes ths principlas o
ach tast, preparation of reagents,”

st aﬂdafds nd controls, calibration

mocedurﬂs darivation of resulls,

i nearity of ﬂemods sensitivity of the
nathods, cutail values, mechanisms for

asults, contrals, critaria for

repanting T
uﬁagcamasla specimens and resulis,
remedial actions (o be tase’t whan the
(est sysierns 272 oulside of acceptable
limits, reazanis and expiration daces
a"\d tefarences. Copies ol all procedures
and dates an which they are in afizct
snail be maintzined 2s pan oithe - -

manual. ‘
{2) Colibrotors and Comrs!a.

Laocramrf czlibrators and controls shail
te prepered usmg pure drug s:'..r ..ce
.maierials, stock s.qnda;d solut )
obtained Tom other labomatoriss, a;
standard solutions obtained from -~
commercial menufaciurers. The ™
calihra:crs end controls shall be - ..
properly labeled 25 to content and.
cuncnm.raucn The szandams {2.g.. pure
refarence materials, stock standard
solutions, purchased standards) shall be
labeled with the following dates: When
received (1. applicable}; When nwz}ared
or opened: when placed in service; and
expirationdate, ©, T et S -

(3) Instruments ond Equipment. (i)
Volumetric pipeiles and measuring
devices shall be certilied for accumey
be checked by gravimetric, colorimetsi
ot gther verification pmc"u.:.u.' E
Automatic pipeties and diletsrs shail be
checked lor accuracy znd .

e

2
aneing,

i 52
ape: h2

itcal opereiing <hs ristics
insmemenis, woierance limits {or.
zcoepizsle funciion checks, and-
insiruciions for major troubleshooling
znd repair. Records snall beaveilzdlzon
creventive maintznence. . - T

(4}-Bemedicl Actions. Tnere shall be
writien procedures {or the aciionsid be
izken when systems arzoutel 7
zccepiable limits or ecrorsare deiecied.
There shall be documentation that ihess
orocadures zre followsd and thatell
neacessary corrective aotions are takan
There shall also b2 in olace sysiemi lo
veriiv ail stages of t2sting and reponing
2nd documanizion that thess
procedures are followad. :

(5} Pzrsonneal Avgilable to Testifv at
Procesclings. & labaratory shail have
quaiified personnsl availabie to testily
in an edminisivative or disciolinsry
proceading szainst a federsl employes
when that procesding is based on
positive urinelysis resulis reported by
the lzboratony. ) "

(5} Resiriciions. The laboretory shall
not enter into eny relationship with an
agency's MRO that may be consinued &s
a potzntizl conilict of interest or derive
any {inzneial bensiit by havingza -
agency use a speciiic MRO. |

to specimen a‘.m'sms
cusiody, security and ©
resulls, initizl and co'zfzr“'ze:a. Y
cerif ca::on of ceiibraiors
and validation ofzna lvt:cal

e

ing
" L- g

™ m
=,
[
-
i
"

o+
a2
e |
tn ny

Qualiiy assumance srocedurss shzll te
designed, implemented, and reviewsd
to monitor the candect o: ch step of

the ("S.!"'g ‘DaOC"SS M

(o) Laboratory Quclity Control -
Reguirements for Initicl Tests. Zach

analytical run of specimens to r.w
screenad shell inclede: ~

{1) Sample(s) cenified to, contain no

drug (i.e.. negative urine samples);

("} Positive contralis) :oumaa «.il":

drug or metabolite; - ...
(3} At least one positive conty

threshold {cutell):

{3] A sufficient number of cali 'a.

to ensure and document the line

the.assay method over time in the
coneentration arez of the cuteif A
zccemsble values zre omai:v d fer

Gl wi
the drug o7 metzbalite at ot near the

{ors

‘Quality Contral . A

(2} Generzl Drug estmg labarataries
shail havea m.a':"' 2ssurance program
which encompasses zll aspects of the
testing process m"{":'.mg putnot Umited

W
W

23]
Tenl e
eaniy
5 in : 3 munsh
: control sermples: énd :
(3} Onz parcent of sach rum, wi
minimum of 2t l2ast one sample,
o= the lzsborziory's blind quality ¢
samplds io agpear as narmal sam;
ir= [zharelory analvsts, )
- Implementation of | mc=du=s t
snsure 1hat carryover co=s not -
caniesminais the tas‘mﬂ ofzn don

shail oe documeantad,
Q..rch:v Controfl
,:s o. Confirmalion T
cz l un of specimeans
Cil..dﬂ'

:n-*d to conia:

ooy n
[a N lb“
oy ﬁ"‘
e} et AL
oom o
1 ‘“.1 u} S?
1 Ly
D,.;T f{ -
[ I 4 )
~
Q

U)
‘

‘{'1

—amr(s} and cc'
g or metabolite:
Ja!

ositive ccmrai

og::
sncies s"lali c'm-‘ m.z...uas
antrol materials that: {2} |
iiflad by imminoessay an
d ('n] ha"ﬂ swbility data wh.
werifizs those materials’ periorma
initial 90-day per
g tesiing program. €ac
nall submit plind periorr
to each Iabc-a’n.gi
with in tna amount af

3
1ol

1o
as sn.nmmad (.m to 2 ma>
nd samples} and there
{3 D"'C“'\l mllnd Sanl_:
zimum of 100 blind s
er:uaﬂ-“ X
ximately §0 percent ©
n*mu CLE ity control samples sha
negative (i.2., cenified to contzin
umg] and t:‘...‘; reraining samples .
be positive for one or mare drugs
sample in a dzsmnuuon such that
drugs to b2 tested are included in
aonrox.ma:=lv equal frequencies
challenge. T The positive samples s
spiked only with those cz-ugs for
the agency is testing. -
(4) The egency shall investigate
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{2) The periormance i ias lizoraiomy
on any periormance s .

{5) The laborztory $'Camphiznee wiin
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(8] Any other {actoss-zilecing o2
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seliazility 2nd accuracy ofdrug i2sis

" and reponting done by ihe laboratory.

(c] Correcive Action DyCenified ~

- Eormaries. A faboraiory mustmess 2l

o pertinent provisionsafthese -

es:inorderto-qualify forans

niaincenification. The Secretary has
broad discetion-to-take appropriaie
action to-ensure the futlTeliability and
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o resolve problans related todrg-

" tesiing. ando enforce.2H standards 52t
farhiathese Guidelines, The Secretary
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or through profiviency testing: order
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réteszing when necessavy {0 easure the
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the extent necassary 10 ensure the Al
reliability of drug testing for Tedeizl
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necessary soz2ndress deficazciesia .
drug testing.=oalysis.specimez . D
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ooy periarmance in |
Teponing the resulis of
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(¢} Period ond Terms.
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the focts 2nd.cizsumsiances ol i
revocaiion and theniged o ensur
acci:mate end reilable drug tesiingof

Federal employees.
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. 'Saciion’3.1: Suspension .-

{a] Criteriz. Whenever the Saceeiary
has reason 1o believe thzirevecstion
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- Zetion is mecessary in order to protedt
the interests'ofzhe United States 2nd iis -

employess, the Secretary may
immediatelvsuspend a.abazatorr’s
camificationzoconduc uinedrug,

t2sting Jor Federalagencies. The -2 .
Secretari =y alsoiaccest suspensicn.of
certification by an H¥S-recogoized
certification pragram 4n sccordance
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(b} Period-end Terms. The period and
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by the Secretary end shall-depend udez
the facts and greurnstancesofthe
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accurate zad relizhle drugtesting of
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The wriiten notice shall-stzie that L2
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i i1 50 requasisiin writingwithin 30
-davsof the date-the dabaratory recaived
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- inspeciion are required) znd
inig essessment of .
shomtory perfOnmMancs necessaty io
inthis certification. - -

Three Initial Cycles Reguired.
uecessiul pariicipation in thres cycles

tesiing shall be required beforea
laborziary is eligibletobe considarad
for certification. : : -
(¢} Four Challengss Per Year. Afer
cenification. laboratories shall be
challenged with at feast10 PT samples
on a guarery cycle. .

(d) Loboratory Procedures Identical
for Perjormance Test &nd Routine
Tmployes Specimens. All procedures
sssociated with the handling and t2siing
of the PT samples by the laboratory
shall tothe greatestexent possible be -
carried out in a manaer identical 1o that
soplied 1o voutine labormatory specimans.
unless otherwise specified. -~ ™

(e} Blind Ferjormance Test. any
certified laboratory shall be subject ta.
blind FT samples (see section 2.5(d]).
Dariormance on blind PT samples shall
be at the same level as for the open o7
naon-blind PTsamples, "~ -~ - .

-{f) Reporting—Open ferjonmance - '
Test. The laboratory shall report resuits
of open FT samples tothe cerifying
grganization in 1he same manner 25
specified in section 2.4(g}(2] for routine

specimens. .

[ 2 B
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e
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Section 3.15 Performance Test
Samples Composition 5, . 7iw e
(2) Description of the Drugs. FT -
ssmples shzll contain those diugs and- -’
metabolites which each certified
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2 ng/mL of 2ny of the target drugs.-
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be changed prriodicelly In response to
factors such s changss in detection
technology end patterns of drug use.
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ciion 3.18 ; Tvaluation of
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{a) Jnitial Cé:zfﬁc:*!."on. {1} An- .
zpplicant lascratory shall not repom 2ny
false pesitive result during 7T {or iniulal
certification. Any false positive wiil.
zutomatically disgualify a laboretory

_ from further consideration. " .

(2) An 2pplicant Jaboratary shall -

. maintain an overail grade level 01380

percent forihe three cycles of PT -~
required for initial cemtification, le. it
must correcily idéntify and voailrm 90
percent of the total drirg challanges. Any
laboratery »which achieves 2 score oo
any one cycle of the initial cenification
such that it can no longer schieve 2 total
rads of 90 percent over the three'
consecutive FT cycles will b2 -
immediately disqualified
consideration.s v - -.I8 T el

from futiher .
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Procedures for D2
false dyug identificztions
farany druogs for which e
aifers service. Undersom

ciroemsiancss 2 false posidy
- .

3
i
s
ol

rasult in suspensisn orrevocziion
cartification. The most szrious fale
nositives are by drug class. such a
reponting THC in 2 blank specime

neinaspecimean &

withina class {
cadeine Tor morphine) ere 2isa fzl
pasitives which 2re unaccepizble
appropriztely coatrolled l2boratos
they are clearly less setions erTors
misidentification of a class. The
foliowing proceduresshall be foll
\when dealing with 2 false positiv

{i] The azency datecting a fzlse
positive error shell immedistely ¢
the laboreidty and the Ssoretary ©
suchermor., © C

{ii) T2 laboratory shall provid:
Secretary with 2 written expiznat
the reasons forthe eryor within 5
working cays. 1 required by para
(o0){1)(v) below, this explanation

" include the scbmission of 2l quz

control data from the baick of

* specimens that included the f2ls¢

positive specimen.
" (iii) The Secetaryshall review
laboratory’s explanation within 5
warking days and decide what fu
action,ifany.1otake. .

[iv) i theerroris determined &

-

administrative error {clezical, saz
mixup, 2ic.), the Secetary may d
the laboratory 10izke coTeCuve d

£ oal

10 minimize the ccorrence oI in
ature gnd

particular error in the futur
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d to one znalvis
or mayinclude any cmgs a laboratory
cenified under thess Gui
‘The laboratory shail
d the genc, ifany.
sult on 2 spaciman that has been
i rmust be CO:TEC{—:‘d becausa ths
positive are notsaus; d
g Secre +v may suspend or revok
2 labd ratory’s c2nt rification forall
cm,gs or for only the dnug or dreg class
in wiich-the ervor acc.:nea. .-«.owovcr
if the case is one of 2 less serious ervor
for which effeciive corrections have -
" zlready been made. this reasonzily
assuring that the error will not ccour -
again, the Secretary =2y d‘-czda to take
no further actinn. .
{vi) D..mng tn» ur".e r°m..1 ed to
rasolve the erro he laboratary shall
remain co:‘u.wd nut shal! havea -
designation iridicating that 2 false
‘positive tesult is pending resolution. If
ike Saa-aza-v determines that the™ . .
Iaourato’v s certification must be .
suspended ot revoked, the [abaratory
oificial status will become "Suspende
b-“’evoﬁed until the séspension or
revocayon is lified orEny 1 ....-"Uncai:o"x
D"m:ﬁss is complets. - -
(2) Requ sfrerment tc fc.‘emrrv cnd
‘Confirm 80 Percent of Jo'aiDrug )
" Chaollenges. In order to re:-:am certified, -
lzhorstories must successiully campleta
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of 90 percent gver the span of two -
consecutive PT cycles, 1.€., 10 identify. .
" g0 percent of the total drug cnal.engas
znd to carre c:ly conilsn S0 percentof
.. thetotaldrug cnallenge.s. mayr nl( in-
. suspension or *ﬂv:x:amo‘mz )
eemtification.. . -r

‘t... -

(3) Regquirement to Qucnn :.. éb.. -
Percent of Totel Drug Challenges ot 220 - until eny m*uncaunn process s

Percent or=7 Standard Devictions. - _
_‘Quantitative values'obiined by ;%
certified laboretory fof at le2st:80:7
- percent of the total drug anﬂe'}gﬂs
musit be 220 oﬂn:e*um' 7 standard

-
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c cziion. .
$2ction 3.20 iImspeciions | . :
. . {2} Freguency, Brior to laboratgry
) Aeg . sfull cenification under these Guidelin2s zn
and Quanzitciz 50 Percént of the Totel 2 least twice a vear afer cemification,

" Drug Chellenges jor Any Individual 2 team of three qualified inspecigrs, al
D..}". Foranyv muwmua[ d'ug 2 lzast two of whom have been tmmined 25
certified lahoratary must successiuliy laneratery inspectars, shall conduct an

etect and guantitate in accor caﬁce.- on-site inspection of laboretors
with Ua.\ag'a:ns (o}(2).(5}(3). zrd {T)(4] premisas. Inspections shail docunizi
af this ssctien at least 30 percent of the  the overall quality of the lebbrater:
iotal drug challenges. ... = - sztiing for the purposes of camificstion

- (8} Procedures WWhen Re eguir ements in t0 conduct urine tfrug testing, :
Paragraphs (b)(2}—~{0}(5] of this Section  Iaspeciion reponts may 2lso centain,

. fire Not Met, I{ a centified laboratory recommendztions to the labaratesv ta
fails to maintain a grade of SO percent correct deficiancies noted dusing (ke
over the span of two consecutive 2T inspaction. . =
cvcles after inidal certification as - {0} fnspeciors. The Secraiarv shail
required by paragraph (b}(2).of this establish criteria for the szieciion of
section or if it {ails {o successtully. - - inspeciors to easure high cuality,
.guantitaiz results as required by . . *n'éz‘ase:i. and thorough insoeciions.
varegraphs (b){3).(6}s]). or (@l{5) oi this  The inspectors shall _59.' 7

i'xsuactm 1S consistent wit
guxda‘zcn orovided by the
Inspectors shall document

al.ty of the laboratory’s
ann-aue-a.

{c} Inspeciion Performance.
lzberatory's operzation skhall be
consistent with gmd forensic laborsior
practice and shall be in compliance
with these Guidelines. it is the

saciion, the laboratory shzll be-
‘immediately informed that its

'
o

Javel or that it failzd 1o quantitate test
results successiully end bow it failed to
qlantitate successiully. The laboratory
shall be allowed 35 working days in
which to provide any explanation for
unsuccessful performance. includizg
admmxs.raqve error ot methodological

-.3

ervor, and evidence 1hal the source of laboratory’s responsibiiity to carrect
-the poor.performance has been deficiencies identified curing the
corrected. The Secetary m2Y TEVORE OT°  ininection and to have the knowiedze.

skill -and expertise to comect
deficiencies consistent with good
forensic laboratory uraciice. Consistent

-vwrith sections 3.13 and 3.14, deficiencis
identified at inspeciions may be the
basis for susoe;.umg orrevoking 3
}anc—a\c*y s centification. - .

quaig

. suspend the labomatory’s centificatian or
tak2 no further aciion, depending on the

seriousness of the errors and \~'ne“~=v
there is evidence that the sourge’ci the

and that current performance meets the
- requirements for a certified laboratory
.under these Guidelines. The Secretary - .
_may require that additional performance Section 321 Rasulis of lnate
tests be carried out to determine . :’9“"-"7'“‘3"‘55 L .
whether the'source of the poor.. . : .+ . Failureofa Iano-amry to comply w
performance bas beeri removed. Ii the:  2ny aspect of tbese Guidelines moy les
Secret.a"y determines {o suspend or to revocztinn or suspension of
Vrevoke the laboratory's certification, the . ceriification es provided in sections 3.7
lzboratory’s officiz] status will become an::: 3.13 of rbtse Gu:C°§.res

.“Suspended™ or “Revoked™ unti] the . -

actd .22 ng of Centified

suspension or revocation is lifted ar 'S 5? 3.2 Lisung ¥
Laboratories i

i "A Federal Register listing.of
+. -~ leboratories cemnnd by HFIS w
. updated and published periodicaily.
" Laboratories which are in the 2pplican
. sioge of HHES centification are not Lo be

it

complete, 5 ol U o e cot
(T80 P"n:"nz ‘of Panzcroarmw -l
I_abom!ones Must Detect Drug. Al
. laboratory’s periommance shall-be
evaluated. for all samples for which . .

- o S . 54 »»
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istes /. Wol. 38 No. 110 7 Thursdaw, [uda 8. 1883 4 Notizas
2n sses 25 23re2C uosn in ths
217 ‘zrenzz or oinenwise, and
cu soesing gany’s
=55 42 samiss heve zmaie
10 pregare the review fila, !
) ucez zgditions! - - 2
ngtheoral 7. opw i the
ith the permission (e} Aevie
afficizl or {zl. The oresiding  davs oithe
aificial reso v witnessas dirsctly  isreceivad,
orzl 3 s2Ds necessary 10 baforzana
(c ; and eficient - shail stibmiz hE
sresiding af 2 evidence, inciuding  fellowing: (2
conference { fons an direst © ezsseatialdocu ha
conlfzrence CE Tl review, lzbbs aizad
faliowing: simp! fe presiding oificial - chronclogicall -

_issues: siip . ions including, for statemani, not .-

. limitations ‘axa"z:la. mot exclude or strike spaced pages, s
that will b2 prese - redundant or immaieriat evidence. oositlon conce e
time ailoued : moiions (o dismiss the casefar aax proposad s hrisf
nearing alte [n iasuificiant évidance. or motions for. is nermittad. -
hzaring: and it summary judgment. Except for those {d) Ozl Pra
assistin i ¥ rmade c"rmg the nearing, ali motiens areseniatian i
this confers . and opposition.to ms;ims including appellant or ot v the
informally 2 T -gf..m-..t. musi be in writing and be no reviewing affi official
ihe presidin ¢ more than 10 doublz-spaced pages in will attamat (o -
discretion, ¢ nt  length.The presiding a:‘t .a! will szt a presentation s tha
summarizin rzzsanable time {or the pa-t-.' o:::Dosmg "dare of zppailan e al
i-anscribe th the maotion ta reply. 3 time and place datarmine he
which will b A3} Troascripts. The p esidi ngoificial  sresiding oificial following consuliation

{d) Timec : 5-‘3“ nave the oral | 755"“3\’0” with the pariies. The n:esi:ding aificial
Presentction, T il transcribed and the ¢t :.T‘SC!'lﬂI shaltbe © “niay hoid a pre feering confersnce in-
atfempt to 555554[’ the o; El e mads 2 part of the record. Either panty accardance with section 4.58{c} and will
presentation within 30 da}s of the date . mayreguesl a copy o:' he transcript and csnm.c the grai pressnration in
appellant's reguest for review 1s - .0 iherteguasting pariy shall be responsidie  zccordance with the
seceived or within 10 days of . P for oaving forits copy of the transcript. sactions 3.8 {=). {9,
supmission of the [ast I’°U[j brief: (D Obs:ruction of fustice or Makiag of {2) Writren Derisio
virhich everis far e.. The oral preseniation - Folse Siciements. Obstuction of jusiics  gifcial shall issus 2

will b teld at a time and place -
determined by the presiding official -
follawing ca..s.xhat n-with the parties.
[e] Conduct of the Orcf Pressnioction. .
(1) Genergl. The vresiﬂ"r'g official is
r25pon szs[s for coqcuazng the oral
oresentation. The presiding official may
'f::s assisted by one or more of his or her
loyees or consuliants in conduciing
he arel presentation and reviewing the
dence. \While the oral presentation
| be kept as informal 2s possible, the
_ presiding pificial may teke 2!l necessary -
‘steps (@ ensuie an o.d°rly uroceﬁmnw .
(2] Burden of f Proof/Standard of Prooy. .
in all cases, the respondent bears the
~ burden of proving by a pre Dnnda-a-xce
of the evidence that its decision to:
suspend or propose revocation.is -
_appropriate. The anoﬂilam hm«av..., :
has a responsibi ility to respond to the
respondent’s zllegations with evidsnce,
aad argument (o show that the .
respondent is wrong. e
(3} Adriission ofzvrdanr:ﬂ The m'as
of ende':co donotapplyand'the. . .2 .
presiding official will generally admu
zll t2stimonial evidence unless itis -~ -
. .g,!s-a Iy imelevant, immate erizl, or unduly
repetitious. £ach porty may make an-
opa'm.g and clcsmg stalsment, may
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"znd any proposed re

or the making of false statements by 2
witness or any other person may be the
basis for a criminal prosecution énder
18 U.S.C. 1505 or 1001, -+~ -

(g} Posit-hecring Frocadires. r‘. his or

her discretion. the presiding official

mzy '*G&:E.‘E or DEZmli ths Daﬂl"s o

.

- submit cost-nearnn g briefs o7 B;OBOSQd

s - .
-y

findings and conclusions. Each pamy
may submit comments on any major

pre ;L.dx:.a[ erors in the trenscrint.
S=c mn 2.9 r.,\nad.tl-"d oc“nuvs for
Review of L"‘I"l-’ﬂ. SLS!}‘I‘!S[GR C e

(a} Applicehilit v, When the Secretary

upholding on danying U
propossd revocation a

issue the decision within 7-10 davs of
the da ‘e of the o-al ar s p

n.
o
‘-*:
"N
C)
vy
:n
.,
n.
m
n 1t

within n which the
{mns"? pi s veceivad or :.2".3 date of th2
last submission by either pany,

mnn.kance of :‘:' zliness (or these

axu"mt"d procedures, ail written

‘cemmunications between the pariss

anid betwesn either party and the
Y

*mmzas a lanoramv-y in ﬂ.mg that its - reviewing officiz] shall e by facsimile
- - ‘ Pl . )
ceriification to periorm urine drug - orovemightmail.. - -

testing has been immediarely |
suspended, the'appellant may regquest
an expedited review of the suspension .
revocation. The
zppellant must submit this te quest in
writing to the revigwing official within
3 days of the date the laboratory. - -
received notice of the suspension. The
request for review must inélude a copy
of the suspension and any pmuosad
revocation. 3 brief s'zwnant oiwhy'the
damsmrrto suspend and propose. -
revocation is wrong, and the appellant’s
recuest {or an orsl presentation, if. )

Section .10 E£x pare Comrhusiication
Except for routine administretive and
procedural mauers, a pamy shall not
communiczate with thevevizwing or
pre siding officizl without notice to the

atfier par YT ]

Section .11, ;-a.:; smission of Writte:

Communicaticns by Reviewing Official

and Caiculation of Deadlines .-
he impon

{a) Becruse of ti Tiance of
timely review, the reviewing offic
swould noTma writien
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A Guide to Evaluating
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For Implementation
of the
Mandatory Guidelines
for Federal Workplace Drug Testing Programs
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NATIONAL INSTITUTZI ON DORUG ABUSE

MEDICAL REVIEW OFFICER MANUAL: -

A GUIDE TO ZVALUATIMG URINE DRUG ANALYSIS

For Implementation
of the
Mandetory Guidelines
Tor fFederal wWorkplace Drug Testing Programs

September 1988
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FURZwCRD
8, Prasident Rsagan jssusd an fxecutive Order meandaiing =2
orkpizcz with the intan: that the rFedaral workforce wouid
r all American business. In daveloping the Executlive Order,
he wisdom and the compassicon to requére that thase empicyass
for drug use be referred to =approprials  irsatment or

also dasigned to protect the rigwts af a1l employ=es.

Health and Humen Sarvices' Mandatory Guidelineszs for

ant  ©f

e Orug Testing Programs, and Agency Drug-Frae Workplace. Piens,
orovide Tor 2 Hedical Raview O7Ficar (HRO)}. The HAO will play 2 critical rai=
in sssuring that the requirsments mentionad above ares mat. The MBO mus: o2 2
physician with knowledgs of substance abuss disorders. He or sh= warks with
managament and refers thass with problems for counseling and treeiment. The
uR0 will act 25 a vital screen to assurs that management s not notifiad of =2
positive result on a drug tast until the HRG is sztistied that it resuitad from

illegal drug usas.

T helisve <the MRO 1is an essential link in the e7fort to achi
workplaca.

Donald Iszn Hacdonald, H.D.
Directar, Orug Abusa Policy O7fice end
Special Assistant to the-Prasident

For cale by the Superintendest of Documenta, US Goveromant Prizuing Office, ¥ eabizguon, D.C, 20402
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ATTACHMENT 2

1)
On Saptembar 15, 1988, pPresident Reazgen signed fxecutive Order 12334,
estanlishing the gozl of 2 drug-frze Fecarzl workplace. The Orcar madz 1T =
candition of employment for 211 Fedsral employzes to revrain irom Using t112g2l
drugs on or off the job. In a leiter 12 all exscutive branch employsses datad
Octoher 4, 1835, the ~Prasidant reitarated hnis goal of ansuring & s2fe and
drug-fres workplzce Tor ali federal WOrKErs,

As the largest employer in the nation, the Fedaral Govarnment has 2 compeiling
proprietary interest in estaplishing reasonzble conditions of emplioymant.
oronibiting emoloyes drug use is one such condition. A1l egenciss ars
concarned with the wall-being of thair empioyess, the successtul accompiishment
of Agency missions, end +he need to meintain employee productiviiy.r The
intent of tha Exacuilive Order is o offer a haelping nend to those who nesd 1T,
while ssznding 2 clear messacge that eny itlegal drug use fs, guite simply,
incompatible with Federal sarvice,

on July 11, 1387, Congress pessed legislation aifscting implamentatisn of the
Exscutive Ordsr under Section 3503 of the Supplamental Approorizticns Act af
1987, Pub. L. 100=71, 1in an attampt 1O estahlish uniformity among Faderzl
Agency drug testing plans, reliebls and eaccurats drug testing, amplaysa acIsss
to records, confidentiality of drug test results, and centralized oversight of
the Federal Government's drug tesiing progranm.

.~  Under the £xecutive Order eand Section 303 of Pub. L. 100-71, The Sscraizry,
Department of Health and Human  Services (DHHS), was raguired to promuylgzte
technical =znd scientific guidelines Tor fedaral Agency programs. Thessa
gquidelines wers cublished in the Federal Registar: Mandzfory cuidelinss Tor-
tedaral Warkolace Druc Testina Froarams: Finel Guidelines on Aoril 11, 1938,

as sat out in these guidelines

411 rFecerel egencies must follow the procedures
and no Agency mey devisate from the provisions of
approval of the Secraiary, DHHS. :

the guidelines without writisn

part of the drug testing
rransmissicon oF
This raview

The HMsndatory Guidsiines note <hat an essential
program is the final review of Jaboratory results, prior to the
such informetion to Agency administrative officials {(sec. 2.72).
is the responsibility of the Agency's Madical Review Officar (MRO)}. The RG
must be & licensed physician with xnowledge of substanca abuse disordars. The
role of the HR0 is 1o review and interpretl positive urinalysis test resulis to
assure 2 sclentifically wvalid result and to determine whether 2 legitimzte
medical explanation could account Tor the confirmed positive resuls. The
review may include conducting =& medical interview with the individual, review
of the individual's medical history, or review of any other ralavant biomedical
factors. The specific responsibilities are delineated in Sec. 2.7 of the

Mandatory Guidelines.
This menual, together with the Mandaiory Guidalines for Federa] wWorkplace Orys

Testing Programs (Mandatory Guidelines), and the individual Agency's Drug-frae
Workplace Plan (Agency Plan) as certified to the Congress, or zny modificdation

1
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smzcifiz D The Agency Flan 2poroved by the Sacretary, OHHS, wild <

H20 with tha informaticn nzedsd in the gperformance oF  thesse duties This
dacument 15 intended to grovide additicnal guidance for the MRO

I¥ anything in this wmanuzl should appsar i3 contTlict with the Handztory
Guidalines, tha Mandatory Guidalines, as currently putlisned cor in Tuture
revisians, have pricrity 2nd ara 1o be 51 lowed,

TXECUTIVE QRDZR FOR A DRUG-FAET FEDERAL wWORKPLACE

Az

Order directs Agency hezads to develop policias

The Presidant’s Execytiva
regarding the uss of 11licitl drugs and the conseguences of policy viclations.
Furthermore, the Ordser rsquires these plans to include IZmployee Assistancs

Fu
Progrems, supervisary iraining, supervisory and seli-revarrals to treatment,

and drug testing programs to crzats 2 drug-{ree workpizace, Under the Zxscutive
Ordsr, Agency heads may reguire urine tssting when there is rezascnable
suspicion that an emplayee uses drugs, atter accidents or unsafe practicess, zs -
2 followup to drug counseling or rehabilitation, when candidates agply for

Faderzal smplovmant, or at randem among emplayees in sensitive/critical tasting—

designatad positions.

The rationale for urins drug screening derives in part from the expsarisnce of
the mititary. In 1929, 27 percant of military personnel rzoortad that they had
used an 11licit drug within the month preceding a survey; 1in 1383, onl
9 percent reporied similar  use. A program of urinalysis was institute
_between thosz two surveys, and In recsznt  interviews &4 percent of military
d believing that urinalysis had readuced drug use in the
In the most recent survey (reieased 7/88), such
parcent, representing =2 decline in drug use ot

personnel reporis
military (3ray et al., 1988).

drug use was reported by 5.3
more than 80 percent over the last 8§ years,.

Tha Mandatory Guidelines require that all Federal Agency programs must, at 2
minimum, test {or marijuana and cocaine. Agencies may also elect to include
opiates, amphetazmines, and phencyclidine (PCP) 1in their testing protocals
without a2dditional =authorization (ihese appear to bs the most commonly abused
i1licit or prescription drugs). HNo other substances mey be tested Tor without
written autharization from the Secretary, DHHS. Thera is no doubt that Federal
employees, like all other Americans, suffer a heavy burden of morbidity and
mortality from the legal drugs, tobacco and alcohol, but for social and lesal
reasons the testing portion of the drug-free workplace program is limited by
the Executive Order to those drugs listed 1n Schedules I and II of the

Controlled Substances Act.

Although each contains language specific 1o 1ts Agency mission, and special
considerations that are particular to ez2ch 1Individual Agency, a1l plans
followed a model which espouses the following principles:

fach Plan includes & clear policy statsment which describes the impact of
illegal drug use on the Agency’'s mission, specifies the Agency's

o
|00
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1o employss assistance through devaioowent

ing  education, counssaling, refterrz]
ation with available cosmunity rasources.

-

(W]

that personal dignity and privacy will be
7 =& drug-Tres workplacsa. :

s 2 commitment to supervisory training to 2ssist
rs in identifying and responding to 1ilegal drus
s. Treining coursss include information on:

o tach Zlan  inciu
supervisors and ©
2

I

~G

uss by Agenc
- Balicies relevant tao wark perforsance problems, drug uss, and the
tmployes Assistance Program (AP)

How to rzcognizz employess with possible probiems

AP

m

Agancy procedurss tor referring employess to the

-h
—ta
N
1]
-

- Roles of key personnel, such

25 the Hedical Reviaw Of
supervisors, personnel office staff

, &nd the EAP

-
1

- The procsss of raintegrating employees into the workiorce
snces whe need Tor menagement Lo S

ek ways in which
representatives might =2ssis

o Fach Plan refers
recognized bargaining unit t in program

implementation.

for self-referrzis as well as supsrvisory

o fach Plan includes provisions
3 individueil

referrals to  treziment with maximum respact for
confidentiality consistent with safety and security priorities.

commitment to develop an employee education component

o} Ezch Plan mekes a
5 videotapes, lunchiime Torums, drug

=
which may, or example, utilizs
ewareness days, and distribution of written materizls.

o tach Plan, consistent with the DHHS guidelines, recuires that ths
Agency’'s Medical Review Officer, who must be a2 licensed chysician with
knowledge of substance abuse disorders, consult with the employes toO
exemine alternate medical explanations for any positive test resuit prior
to informing Agency administrative officials.

o) fach Plan requires that any employee with a verified confirmed positive
test result MUST be referrsd ito the fmployee Assistance Program.

0 fach Plan offers an employee the opportunity to seek administrative
relief if he/she believes his/her position has been wrongly selected as

2 testing-designated position,

64 »»
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ncy Plans include provisicns for 2 “safe harfor,” the intent of

which to provide a shelter, where an amployes who voluntarily acmits

to ill2gal drug use, cobiains counseling or rehabilitatien through an ZAP,

and thersafiar rafrains Frze from illecal drug use, will not suffar any

disciplinary aciion. :

ol Hmst Plans ars commitiad to make the services of the Agency's ZAP
available not only to employees who have druz problems, but also,
wherever Yeasible, fto the spouses and depandents of emplovees.

As steted ahove, employses with drug-positive urinalysis results indicative o7
illegal drug use will be referred to an £AP for evaluation, treatment, and/or
refarral as raquirsd, fmployees with a drug-positive test normally will bs
sunjsct to discipling 2s dascribed in the Agency Plan.

while this manuzl dascribas the cenaral duties and gives important i{nformation ..
necessary for the N0 in the performznce of thess duties, each Faderal Agency
has 1ts own Orug-Frese Workplace Program Plan which has been certified tc ths
Congress es having met all requiraements of the Zxacutive Qrder, ithe Mandatory
Guidalines, Pub. L. 100-71 and 211 applicable provisions aof Taw. Each Agency
ezific procedural raquirements far tha individual Agency

Plan details the sge
The HRO should rater to the specific Azency Plan for these details,

o OLE OF THE HEDICAL REVISW OFFICER

The HMedical Review Officer is a physician knowledgeable 1in the medical use of
prescription drugs and the pharmacolagy and toxicalogy of 111icit drugs. .The
primary responsibility of the MRO is to review and interpretl positive test
rasuits ghtained through the Agency’'s drug testing program. It is importizant g
remember that a positive test result does not autcmat{zally identify an
employee/zppilicant a2s an illegal drug user. The HRO must essass 2nd determine
whether alternate medica] explanations could account for the positive test
result (ses ssction 2.7h, HMandatory Guidelines).

The following 1s a 1listing of the ¥R0's specific responsibilitias azs required
by the DHHS Mendatory Guidelines: :

a) Receive con{irmed positive resuits from laboratory [Section 2.4 g(4)]

b) Fequest, i needed, & guantitative description of test resulis
[Section 2.4 g{3)]

c} feceive a certified copy of the criginal chain of custody
[Section 2.4 g(3)]

d)} Review and interpret positive test results [Section 2.7 ()]

December 5, 1995 665 »»
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#) Conduct a medics] inzerview with the tested individusl [Section 2.7 (9}]
g) Feviaw the individual’s medical history, or any other relsvant biomadical

factors [Secticn 2.7 (b)]

n) Give the individual an opporzunity 2o discuss test results [Seciion 2.7
(c)}, but not necessarily {face to Tece [Comment 12]

2 certified laborztory, i7

original s=wmple in

lysis
). (a)l

re o
ction 2.7

ry

1) Crder

2 the
nacess (e

1]

2n
[s

[LUNE ¢

consult with others if question of accuracy arises [Comment 13]

1)

k) Consult with the leboratory officiels [Commant 12]

1) Kot receive urinalysis results that do not comply with the Handziary

LR

Guidelines [Comment 12]
-
Hot declare as positive an opiate-positive urine without “clinical svidencs’

m)
{Section 2.7 (d)]

n) Determine whether a result is scientifically insufiicient

{Section 2.7 (g)]

‘ o) Determine whether a result is consistent with legal drug uss
{Section 2.7 (d)]

p) Forward results of verified positive tests 1o ZAP =nd mansgement oiiicizls
empowarad to recommend or tezke sdministrative sction [Section 2.7 (c}]

These =re perhsps the most crucial points regarding the Tunction of the HR0.
The Following peges will =attempt to describe the procedurel especis of
fulfiiling these responsibilities and some of the nuances involved in making

the regquired determinstions,

in reviewing the lsboratory results, the #RO may conduct a mediczal interview
with the individual, review the individuel’s medicel history, or review zny
other relavant biomedical factors. The Hendatory Guidelines reguire tThat the
MRO must provide the opportunity for an interview if the individual reguesis
it, and the MRO must review 211 medical records that the tested individuai
submits when & confirmed positive test could heve resulted from Jlegally

prescribed medication. (For exemple, a cocaine-positive urine may Tollow
proper mediczl use; coczine 1s still employed as a local vasoconstrictive

anesthetic in bronchoscopy or dentistry, and not infrequently emphetamines may
be ysed for trestment of resistant depression or narcolepsy.)

If any guestion arises as to the accuracy or validity of 2 positive test result

the A0 should, in collsboration with the laboratory director znd consultants,
raview the Jaboratory records to determine whether the reguired procedures were

' 4 :
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Tolicwed The 52 then makss 2 dstsrmination 2s  ta whethsr thse -

sciantificaliy sufficient 1o taxe furthar zcticn. Morasgver, i¥ resco;

collecticn sites or laboraiories raiss doults z2hcut tha handling of

tha MBO may desm the urinary evidence insufficient and no Turther

ralative to individual employses would cccur, In such situaticns,

should nolz  indications of possible srrors {n laboratsrey analysis or chain of
]

_aTr

oo
custody procedurss zod bring these %2 the attention of the =zppropriate program
z lgboratory shall have a Lesboratory Scizntific

afvicials. ach DHHS-certi{ied

Dirsectar or 2 consuliant  Jorsnsic toxicslogist available to consult with tha

N20 an  interpretaztions of laboratory reports. Saction 2.7(g) in the Handatary
tlines ths procedurss the HRO0 shall follew in making this

Guidalinas ou

detsrminaticn.

Special considarations are required 1in the case of a positive assay for
apiates. 3Becauss the ingestion of e varizble quantity of poppy sseds, whieh
cantain small amcunts oF wmorphine, can produce 2z coanfirmed positive tes: or
opiates, the Handatory Guidsiines raeguire that 1in such czsas the MEO mus:t
determine i¥ therz 1is clinical =avidence of illecal opiate use (see ssction

2.7(d1). .

HAD may conduct interviews, 1n person ¥ reguested ar
ent medical records, and shall review any information
a drug. The HRO

n

As indicatad abova, t
gﬂ

2
apprapriate, ravisw partin
provided by an employes attempting to show lzgitimazs use of
may perform limitsd physical examinations, seeking, for example, needle tracks
in detarmining whether ¢linicza] signs of drug zhuse afes presan:.

Within some a2gencies the roie of the HRO may be hroader. The RO may advi.'
and 2ssist management in the planning and oversight of the overzll substan®
_ abuse control program including spacimen collection, chain of custady
- laboratory quality conirol, treatment, etc. Advice may be

procedures,
requested when suspected substance abusers ars thought to be avoiding detaction
medical illness.

by various manipulative maneuvers or claims of

1

rt
hEREITY

The HRO may 2lso essist management in determining the degree of impairmen $
is occupationally related performance and satety. Furthermore, ths R0
available ta assist menagement and the £AP in the rehabilitation of
this broader role will be defined 1n ths

it affec

i F D

may be
impairad employess. Geanerally,

Agency Plan.

It is important to note that the MRO does not adjudicats, punish, or ogthervissa
arrange canseguences for empioyees whose drug-positive urines apparantly do not

result from medical treatments or from probiems 1in handling or analyzing

samples.

In instances where the MRQ review determines that there 1s urinary confirmation
o7 illegal drug use, each Agency 1s required to define and follow protocols
oftering counseling, rehabil{tative care, and furthar urine monitoring
(21lowing emplioyees to demonstrate =their continued abstinenca). In general,
the Agency’s AP w11l have major responsibility 4n these metters. Some
agencies will remove drug users from sensitive positions until they complete
rehabilitation, or until the Agency head determines that the emplioyee may

return sataly to the position. AN Agency may terminate employees who reituse
6 ®
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sounsziing or rahzsiiizztisa, or who caniinus 7 us2 ‘iiegal Zrugs avisrs znz
usa is Tirst cdezscisd, The MRO wmay consull with or provides inTormatlien 19 ihs
za2 syt usually doss not dirsct thet preosram

in nrief, the HRQ detzrmines whether some reason  oiher than 1liegal drug usz
exslains = drug-positive urina. I7 tha HRO varifies {llagal druz use, tha c<assz
ig refsrred 1o the Agsncy ZAP and to the apprepriate  manacement ofvicial. if
{11egal drug usz is net verified, the test resull is deemad nagative, the
emploves i1s informed, =nd no further sction is tzakan. A flow chart depicting
the stens the HRO shouid follow in conducting this raeview is illustrzisg in
Figure 1.

toctor—-Patiant Relationship

are accusiomad To confidential doctor-patient ralationships.
2elationshios to third pertiss, =.g., insurance companiss or emaloyears, ara an
established part of medical przctice but governed under lagal, oprocedurzl, and
gthical controls. information to be sharad with such third perties is usually
racuirad to be specified in advance and disciosed anly with the consent _of thg

Physicians

patient/employee.

provide for written notica to employees, in advance of spscimen
gsncy policy and the actions that will coemance i7
whan, and under what conditions, such

Agesncy Plans
collection, describing A

laboratory Tindings arz positive.
positive results end eny related information will be shared with managsmant and

othar sources must 21so be specified in writing.

when an emnloyee with 2 positive Jlaboratory result is referred, the H20 must
detine his/haer role within the limits of the Agancy Plen end the contents of
the above-mentioned writien notice. The HAO must especially address canditions
under which medical end reletsd information will be disclosed. It must b=

stressed that:

1. The #RO's major function 1is to detsrmine if the laboratory evidancs

indicating thes usz of 1llegal drugs is Jjustified.
legitimazz prescripticn)

of custody or izboratory
he

2. If there 1s no ressoneble medical rezson (e.g.,
or other raeson (2.g., breakdown 1in chain
error) to saccount Tor the positive results, these resulis will
disclosed 1o management and others as requirsd by the Agency Plean.
Information related to the use of 1llegal drugs will be disclosed 1o
appropriste individusis as required by the Agency Plan. Any medical
information provided that is not specifically related to use of {llegal
drugs will be trested as confidential and not disclosed.

3. If 1t 1is detarmined with ressonsble certzinty that there is a legitimats
medical or dther resson to account for the positive laborarory Tindings,

no ?nfonnation identifying the specific employee will be disclosed. Any
medical informetion provided will be treated =s confidential.

7
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4, Alinoush the M55 may 2ssist in empiovss rshabiiizazicn #77oris refsated 1o
substanca ahuss  sfforos, any such assistance must b8 in deversnce Yo the
requirsments of the Agsency's substzapcs a2buse policiss and procedurss.

GINTRAL SOURCIS OF ACCEPTASLY TRUS POSTTIVES

Propar Prescriptlions
Mos: “acceptable” drus-positive urines come from patisnts receiving izgitimazs
medé:ai wraatment. Soms exsmples Tollow end medical Judgment is reguirad in
ach case: methadone-sositive urines 1in patients recesiving meithzdons
g%ntananca treatment; codsine- end/or marphine-positive urines {n patients
with codeins prescriptians for cough or pain; employses with urines caontzining
ncar

anszlcesics preascribed for pein; THC-containing urines in ca
patiants prascribed tetrahydrocannabinol for enti~emetic purpasas
coceine-containing urines eamong employees who have properly received coczine
2s 2 vasoconstrictive anesthetlc within the last savsrel deys; or urines.
showing emphstemines lsgally teken within the last Tew deys Jor narcolepsy,

treatment-resistant depression, or the few other conditions Tor which thess
and,

drugs ars warrantsd. -Phencyclidine is not epproved for any medical use,
therafore, is always 2 drug of abuse,

other narcotic

-

time that & drug 1s detectzble by urinalysis after medizz]l use
Such a determination must taks {nto account
the pharmaccokinetics of the drug as well as individuel verieztion in the
ahsarption, distribution, metzbolism, and excretion of the drug and its
.+~ metabclites. The medicza]l use of cozaine, morphine, codeine, or amphstzmina
will lead to detacizble smounts in urine for several days. Drug concentrations
are initially highest hours after drug use and decresase to undetectzble lavels
ocver time. The sensitivity of urine essay methods generzally evailzble today
allows detection of cocaina or amphetamine use for a period of 1=-3 days and
cpiate use for 2-4 days., However, specific time Timits are diffizult to a2pply
end a case by case analysis based on Torensic toxicological experience is

aiways dictated. (For more deteils see NIDA Research Monogreph 73 Uring Testing

far Drugs of Abuse .}

The duration of
iz compificated by many varizhles.

Special Considerations for Opiates

Haturel oplate drugs are derived from poppy plants. Poppy seeds comeonly used
on begelis or other baked goods frequently do contain sufficient amounts of

morphine to produce detectable cancentrations of morphine in urine, sven though
the emount of incested morphine is insufficient to czuse any behavioral effect
in the individual. It hes been reported 1in the liieratura that i{ngestion of
three poppy seed bagels can jead 1o urine morphine levels 1{n excess of
2500 ng/m) and codeine levels greater than 200 ng/ml. Either codeine or
marphine may be found 1in urine for a few days after esting poppy seeds.
Therefore, a2 positive urine resulting from poppy seeds in not a false positive,
since the drug is actually present 1in detectable laevels. Obviously, caution

9
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must n2 exercissd in intergoreting such & positive rasult as 20 indizzizcr g
neroin  uss Not  iafrsquently pocpy ssed  ingesiion may o€ 2 scurcs oW
ppizte—-positive yrines.

) pronisits acticon on an opizte—cositive
ners ars other clinical signs of opiats a2busa, or unless the
specific heroin metabolite, &-monoczcaiylimarphine. Heroin, an
marphine, does not occur in popples. Its
metabhonlic product, 8-moncaceitylmorphine, also does not gczur atier poppy ssed
ingestion, sz the pressnce of that compound in urine proves {1legal heroin use.
Ajsencz of &-monozcetylmorghing, nowever, dees not rule out heroin use; this
metzholite persists only brisefly 1in the bedy, and a2 heroin user might havs an
cpiate-pasitive urine which no longer shows s—mancacetyimorphine. The
eleorithm {or dscisionmaking in complex opiaid cases (Table 1, pags 22) may be

of furthar assistance.

for *his re2z2s0n, the rfedsral program
urine unless t

urine contains za ,
acetylatad samisynthetic product of

Clinical signs of abuse inciude recent needls tracks and hehavioral and
psychological signs of =acute opiate 1intoxication or withdrawzl (neither of
which 1is produced by pogpy seeds) and suppors a2 conclusion That zn
opiate—positive urine did not ariss from pappy seed ingestion. ther
conditions which support a2 dizenosis of Intravenous 11714cit drug use by pearsons
with opizte-positive urines (without definitely <confirming) would be the
presance o7 ilinessaes far more common among intravenous drug abusers than azmong
the general population: infection with <the AIDS virus (HTLV-III or HiIVY),
hepatitis 8 inTections, subacute bacterizl endocarditis, or vascular injury

from injections.

Admin!str;tfve and Anaiytical Errors

The handling and analysis of the specimen 2re two possible sources of error to
be considersd by MROs. First, administrative errors 1in the chain of custody
can result in inappropriate attribution of a positive test result. Saccnd,
errors in technical analysis could result in a2 false pasitive result 2s well.
It is imperztive that no Federal employee sufier unwarranted accusations
because a2 mislabeled samplie from another empioyee suggestad 171147cit drug use,
or because of errors in an incompetent Taboratory. The HR0 must understznd the
quality assurance and qualiiy control progrem of the HRO’'s Agency, and must be
satisfiad that these procedures support the laboratory findings. Thase
arocedures serve to safaquard drug—{rsze employees and include =211 aspects of
the testing process: specimen collaction, chain of custody, security and
reporting of resuits, initial and confirmetory testing, =and validation of
anaiyticai procedures, Further guidence and information on these programs can
be obtained from the specific Agency Plan and the DHHS Mandatory Guidelines.

The #HRO should consult as needed with appropriate laboratory persocnnel,
including empioyees with forensic experience in urine testing, for assistance
in interpreting this information, and should understand all procedures for
reducing the risk of error. If the MRO determines, 1n consultation with =
laboratory qualified consultant, that standard procedures described 1n the

10
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Mandatory CGuidslines sad Asency Slans a5 disgussad zalow warse not Toligwed, ihe

w20 shouid conciude that there is N0 verifiag urinary evidence of t1iicit drug

use '

COLLECTION AND AMALYSIZ

Types of Testing

tech Acgency detarmines the 1iypes and frequency of drug tasting Yor iis

employess, and davelops urine zollection schedules bassed on the "Sciantific and

Tachnical Guidelines fer Drug Testing Progrems” {Subpart 3, #Handatory

cuidelines), and the Agency’s certified Plan. The MRD does not meke thess
but may be consulied £bout them; this section can guids that

decisions,
consultation.

sandom Schadyles. In most agencies schedules of random tasting wili be

established by management. 14 consulted about random sempling procedures,
the HROD should recommend a systam permitting no “safe periods™ Tor any
employes. Each workday should present each employee with a new gpportunity

of having to produce & szmple, with the odds equal for 211 employess on sach
new day, regardless of samples previously produced by any of them.
voluntary Testing. Some employees may wish to volunteer to participatsz in
random drug tests even through they are not in sensitive positiens reguiring
random testing. For example, &n employee with pest substance 2buse problams
may fear that eny headache, flu, or other reasen for less-than-psak
W performance might lesd others %o suspect & drug relapse. track record of
drug-frea urines rebuls unfounded allegetions of relapsza. Some may
volunteer to set controls on their own behavior, while aothers may volunteer
+o show support for the President’s program, Of course, urines collsczed
for this purpose must be random end unannounced: samples collected at times
chosan by the employee are not useful. So in voluntary testing the emplioyee
does nat volunteer to provide samples at self-sslected times, but 1o
sarticipate in random, unannounced urine collections.

reersoneble Suspicion Testing. A supervisor may ressonably suspect that an
employee illegally uses drugs, based upon (emong other things) observation
of drug use; apparent drug intoxication: sbnormal or erratic behmvior;
investigation, arrest, or conviction for druc-related offenses; reportis from
gppare=ntly reliable and credible sources; or evidence that the employee
tampered with 2 previous drug test. An employee may be required to provide
= urine sample when such rezsonzbie suspicions arise and 2 higher level
authority concurs with supervisor’s suspicions.

Specific Condi;?cn Testing, Agencies may reguire employees involved in
on—-the-job accdidents or unsafe practices to submit to urine testing for
11legal drugs. Genserally, the Agency Plen specifies the criteria for such

testing.

11
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freguent, random, unannaunced, and should be
e substituzion by the employee.

co]lowyd T2sting. Implovess 7ound to be using drugs ars referred 1o .
TAD, which may assess irsatment progress  with  Turiher uring monitaring.
sezparately, the Agency also may monitar the ur1ne with adwverss Job zaction
foliowing zoparant relapsa. #aking continusd mpltoyment contingent upen
‘drug abstinence powerfully deiars relapse. In such cz2ses urine monilaring
ez fre conductad carsfully
rin

asp11c=nh far Fad ral zmplayment may e tested Tar
soplicants, appliczanis
Job announcements

Aponlicant Tasting. Any
i1ticit drug usse. Agancy heads asay reguire that all
for cer—zin positions, or no azpolicants will be tested.
will inform potzntiel zoplicants of any urine test requirements.
with confirmed positive tests will be denied employment unless the HMRO Tinds

2z legitimate explenation for the result.

Drugs to e Included in Testing

A1l urine samplas are snalyzed for marijuana and <ocaine usa. Agencies zlso
may test Tor use of opiates, amphetamines, and phencyclidine (PCP). In~
“rsasonable-suspicion testing™ the Agency may test for any drug in Scheduias I
17 of the Controilad Substances Act. An Agency also mey pestition the

ar
Human Services to sesk additional drugs in its sssays.

Sacretary OT Health and #
Some agencies test for other drugs under legal suthorization ssparate irom

Exocutive Order 123354,

The 4RO should be familiar with drugs commonly abused in the HRO’s geogra:h,
area; such information may be obtained from locel drug abuse treaiment program

© and from city-by-city compilations in reports on the Drug Abuse Warning Metwork
(NIDA, 1%862), available from the National Clearinghouse far Alczhol and Drug
Infarmation, P.0. 8ox 23245, HRockviile, Maryland 20852, The R0 whao Xnows
geographic drug abuse patterns may guide Agency officials in effectively
selecting drugs te be assayed in particulaer Tocales.

Callection Procedures

During the coilection procedure, emplovyees are generally permittsd 1o urinate
in privat=a. The Agency may require direct sbsarvation of urination when the
employes is known to have used 311licit drugs, appears currently intoxicated
with drugs, may have tazmpered with previous semples, has sample-tampering
materials, or 1s believed 1likely to alter or substitute a sample. “Direct
observaztion” means that the collector can see the urine pess from the body inta
the collecting receptacle. (HRO should review Agency Plan and Section 2.2 of

the Handztory Guidelines.)

Sefore urination, the employee washes and dries hands, removing coats, jackets,
purses, briefcases, or other items which could conceal sample-tempering goocds.
The employee urinates in a stal]l or partitioned area with no sccess 1o wailsar
fountains, faucels, scep, or clesning egents. Toilet bluing in toilet tanks
nrevents individuals from diluting samples by dipping water from toilet bowls.

12

December 5, 1995 73 » >



ATTACHMENT 2

Samnles must contzain 23 jeast 35 mi (2 ounces) of urine. Imsiayees whag cannct
orovids tnis wmuzh urins should be provided with B8 ounces oFv Tiuid avery 30
minutes until urinalion occurs The specimen collecior should contact ihs
Agency if an employes Tzils to provids a sufficient sample or Tails 1o appsar
for a scheduled colisction.
wWithin 4 minutes ths coliector measures the sample’s temperature; i¥ it is not
natween 32.3° and 37.7°C it 1s assumed 1o be altared or substituted and
is collectsd wundaer direct obssarvation and both spacimens ars

another sempla
farwardad to the lahoratory for analysis.

Guidelines allow =zn empioyss to voiuniser to heve 2n oral t
provide evidence cf fever ar abnormelly low body temparature.

-
In such <¢asas the Handerary
B

seraturs taksn 1o

chainof—-Custody Procedures

(8

in view continually until it s sezled an
labeled. The collector places & tamper-proof sesl on  the container’s ca
tagether with an identification lzbel showing date, emplovese’s specimen numbs
and other information. The employee signs this lsbel. Tha cotlector logs the
sample’s identifying information, and the employee signs the log. '

The coilsctor kesps the sample
P
r’

The callectoar begins & chain-of-custody form which, whenever the sampls chengas
hands, is dated and signed by the parson releasing the specimen and the parson
accepting it; . they alsa note the purpose of the trensfer. The spacimen can
then he sent to the isbarstory.

The HRO must know how these steps actually azare done within the Agency.
Deviance ifrom accepted procedurs may lead the MRO to negale apparently positive
results, while knowledge that good procedurss =zre carafully Tollowsd permits
the MRO to discount claims that “they adulterated my sample.”

Laboratory Quality Controi

at the iaboratory, which must report

chain—of-zustody procedures zre followed
Agzin, this

immediately to the Agency evidence of =ny tampering with samples.
informetion helps the HRO consider employees’ compliaints of errors in szmple

handiing.

At least 10 percent of all samples (to 2 maximum of 250 per guarter =s
specified in the Hendatory Guidelines) sent by =an Agency must ba plind
controls, some of which are drug free, while others are Tfortified with known

guentities of drugs. Knowledge of the laboratory’s error rate (either Talse
positive or false negative) on these biind controls =aids 1in considering

employees’ complaints of erroneous analyses.

Each contract Jlaboratory also processes internal quality control saeciﬁens,
which provide additional guality control informetion, as well as the bimonthly
proficiency testing data that ars availabie from the Hational Laboratory

Certification Program.
13

74 »»

December 5, 1996



ATTACHMENT 2

Aszavys .

a yrine samplz must show the pressncs ©

schnigues. First, an ismuncassay sc¢r
gliminate true negaii sacimens from further considaration.
possibly positivs szmplas ara. resznaiyzed by gas chroma
specirometry (GC/MS). Schwariz and Hawks (1985} provide =z useful
+5 these oprocadures Tor nenspecialisis.

to ne considerad posiia
assays using different
Tive

aorinciple of competition

immUNCESSAVS. Immuncassays ars based on the
tes on & specific

harwoen labaied and unlabeled =ntigen {(drug} for binding si
antibedy. Thres immuncassay tachniques are employed in urinalysis at this
+ ime——tha radicoimmuncassay (RIA), the =enzyme Immunoassay {£IA), and the
siuorescence polarization immunczssay (FIA).  The difference between ithess
types of immunoassays is mainlty in the indicator that is ZIA

used. The ZIA
utilizes an enZyme as an indicator in the assay {the lzbel), while RIA usas
a radigactive indicator znd the FIA uses & wmeasurs of intensity of polarizad
Tight. Since the antibodies to particular drugs ars quits spacific, a
separate immuncassay tast is reguired for gach drug or drug class. Despits
the specificity between drug clzsses, some antibodies cross—-rsact with
related drugs, and scmetimes even with unrelated compounds; thersfore,
confirmation of positive immuncassay resultls with an independsnt procsdure
is impsrative for definitive identification.

Thrashold Llevels. ~ The Handatory Guidelines contain specified per se
concentratian levels zhove which the specimen is deemed to be nositive and
helow which it is desmed negative for a particular drus. The initizg
immunoassay 1s considered negative if it does not show at least zhe’
concantrations of drugs or metzbolites: marijuana metabolites, 100 ng/al;
caczine metabolites, 300 ng/ml; opiates 300 ng/ml, PCP, 23 na/ml; or
amphetamines, 1000 ng/ml. At lowar concentrztions samples 2re dzesmed

nagative and are not tested Turther.

Confirmatory GC/MS  Testis. Samples pasitive by immunoessay scrzen, that is,
with drug concentrations greater than those detailed ebove, undarzo
confirmaltory - gas chromatography/mass spectrometry (GC/HS) testing.
Nonspacialists will find an excellent introduction to this procedurs in
watson (1983). 3riefly, samples are vaporized with heat and are passad
through a long column. Because different substances in the sample adhere
with different affinities to materizls in the column, constituentis of ths
samples are retained within the column Yor difierent periods of time,
emerging separately. This separation step is calied gas chromatography.

constituents, separzted by gas chromatography, then flow into a
ere bombarded by a powerful Tlow of
electrons, so that they “explode” into frzoment ions. The mass speclromster
assays the mass and charge of these various ions. Different compounds
“explode” into unigue and characteristic patterns of ions, esch of which is
an unmistakable and reprocducible “fingerprint™ for its parent compound.

The sample
mass spectrometer. Holecules here

GC/HS provides very thorough information on the emount and k1nd. of drug
present in 2 urine sample. Its specificity and sensitivity permit deeming

y @
M
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2 urine sampiz oositive 21 copcantraticns DEicw INTSE minimaily recuirsd in
+he Faderzl tasting program and sermits ths use oF coniimation cuisiis,
Jower than the cancentirziicns specified for ine initial sgresning =zssays
(e.g., merijuenz metenclize, 15 ng/mi; cocsains metamolita, 130 -ng/ml;
cpistes, 300 ng/ml; PC7, 25 ng/ml; amphetaminzs, 30C na/ml).

Thus, semples Tinally reporizd 2s positive show the prasence of drug in Iwo
different analysas. This twco—stz2p 2nalysis is 2 sirong protaciion zgzinst
false positive reporis. .

Drugs or drug classes sought 1
bhriefly hare and mors exiens
Urine Testing for Druss of Abu

+he Ffederal wuwrinziysis program are discussad
1y in textbooks (Goodman et al., 1883) or in
sa (Hawks and Chiang, 1888).

Marijuana

prua and Source. Like tobecco, merijuana consists of dried, chopned: slant
parts; Cannabis sativa, the hesmp piant, is +the source. The principzl
psychoactive agent in merijuana is dalta-9~tetrahydrocannabinal (THC), which
sometimes comprises more than 7 percent of marijuzna material.

fpidemiclocy. Marijuana use i{s very common; anout one-third of a1l adult
Americans have tried the drug. in the 1985 Hational Housshold Survey on
Drug Abuse (NIDA, 1988b), sbout 10 percent of Americans over the ags of 12

- reported thet they had used the drug within the month prior to their
interviews. Among those young zdults wha heve tried merijuena, 39 percent
of meles end 24 percent of females report using it more than 100 times.

Orua Effects. Harijusna produces 2 plessant suphoria or “high,” commonly
followed by drowsiness. Intoxication temporarily impairs concentration,
tearning, and perceptusi-motor ski1ls. Thus, for &t Jeest 435 hours eiter a2
dose of marijuana, employees probebly function with reduced abilities.
preliminary studies suggest that performance 1s impeired long eafter the
acute subjective effects have ended. Experienced pilots in a flight
simulator were impzired for at least 24 hours after a dose, long after the
subjective “high™ head disappeared (Yesavage, 1983). Functional impairmenis
ere less well understood in cases of prolonged, heavy marijuszna use, baczuse

2lthough THC accumulates in the body, behavioral and physiological tolerance
also develop. ’

Tolerance and Physical BCependence. in addition to tolerance, & mild
shstinence syndrome may Tollow abrupt termination of very high—dose, chronic
marijuana use. Withdrawal signs include {rritabiiity, sleep disturbance,
diminished appetite, gastrointestinal disiress, salivation, swesting, and
tremors. HMerijuana shstinence syndromes are uncommon at the doses in wnich
the drug usually 1s taken in this country.

13
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ribution, Melataolj
pulmonary routs  rapi
he drug also i

s

¥

s a2bsorbed

brain. Sin
lowly, marijusna sometlimes

L
a2ipeit much mors

farsnt parts of the bcdy
THC szaorzad in the Ta2tly

THC l=zavas the blocdsiream and distributes into di7
storesd.

where it 1is metzbolized, excretsd, or

tissu2 graduaily lsaches beck 1into the blocd, permitiing metabclism and
syantual  excreiicn. THC s metazbolized extensively in liver, the major
metaboliits baing 11-nar-delta-S—tetrzhydracennabinel-8-cartoxylic acid
(g—-carboxy-THC). Abaut 33 parcent of a single doss can bte recaversd Trom
facas, and aboutl 20 percant from urine, within about 3 days.

Interprating Assavs. The immuncassay procedures detact muitiple metzbolites
of mearijusna, whila the GC/MS oprocedure detects S-cardaxy-THC. To ba
deemed positive a sample must show at Jjeast 100 ng/ml in the scresning
{mmunoassay, and at Teast 13 ng/ml of S$—carboxy-THC must be presant in the
GC/HS assay. Considering these cutoffs, a person with no marijuzne
experiencs wha smokas a single marijuzna cigaretie may te paositive For 1-3
days. But with rapesated smoking THC accumulates in  faiiy tissus, sa
frequent, chronic smekers slowly release THC over & longer time and may
continue to producs detectzble levels belew the cutoff values Tor a menih ar
longer (depending upon the assay cutoff) (Hawks and Chiang, 1984§).
inadvertent sxposure to marijuana is freguently claimed as tha basis Tor
positive urine. Passive inhalation of marijuana smoke does occur 2and can
result 1in detectable body Fliuid levels of THC 1in bfleed and of 1"
metabolites in urine. Clinical studies have shown, hawever, that it

et highly unlikely that a nonsmoking individual could unknowingly inhzle

’ sufficient smoke by passive inhalation to result 1in a high enoush drug
concentration in urine for detection et the cutoff level currantly used in

the redsral program {(i.e., 100 ng/mi)}.

=

=

Several vears ago, fbuprofen, a nonsteroidal antiinflammatory sgent ussd Tor
pain relief found in Advil, Nuprin, and similar over—-the-countsr medicalions
was found to interfers with the Syva EMIT test and cause apparent 7alse
positives for the marijuana metabolite. Syva has corrected the problem by
altering the formulation of the £HIT kit. These substances no longer cause
false positives 1in 1initial screening assays. This potential arror was
never 2 problem {or the other immunoassays, or for EMIT if =a CGC/MS

canfirmation assay was used,

It is an approved zntiemetic Tar

THC does have some therapeutic uses.
The heslth aspscis

cancer chemotherapy patients with intreacteble vomiting.
of caznnabis are reviewed by Hollister (1988).

Cocaine
Drug znd  Source. Cocaine is an aikaloid from the coca plant, Ervthroxylon
It usually is obtained as cocaine HC1, but those who smoke the drug

cocea.

) ®
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s2” ar Tcrack” T
s the high tampsr

arm chemically removing the HTI; 1his
2TU

res fnvolved in smoxing.

fpidemiclony. Cocainz 1s widely used in ths United States, and unlixe most
othar drugs, its preavalence of abuse continues to expand. It is estimated
that 5.8 million Americans use cocaine in z2ny given month, and 5 parcent of
employed persons 20 to 40 years old reportsed using cocaine in the month
pricr to the 1983 NIDA Hational Household Survay on Orug Abuss. Coczine uss

is mores common among younger peopls end meles,

produces psychomotor and autonomic stimulation,
Larger dosss may induce mental confusion
overdosas csuse ss2izures, respiratory

Drug Effsgis. Cocaine first
with 2 guphoric subjective "high.~

or parancoid dzlusions, and sericus
deprassion, cardiac arrhythmies, and death.

Cocaine ebusers, even if thay do not use a2t work, often report vocational
impairment due to exhaustion; they use the drug until late a2t night. Among
chronic users, exhaustion, lethargy, eand mental depression eppezr, z2nd ths
stimulant eftact may seem progressivaly weaker, But tha drug 1is highly -
reinforcing; rapeated =experisnces with it tend to drive further spisodes of
self-administration. Many patients say that although the drug no longer
oroduces much Thigh,” they =are unable to ebstain. Clinical espects of

cocaine abuse havs been reviswed by Crowley (1987},

-

Tolerznce and Physicz] Oenendence. Short-term tolerance {(tachyphylexis)
develops when several doszs of cocaine z2rg edministered over a brief pericd.
Rezports of weaker Thighs™ with repested use also suggest tolerance.
However, animal studies show “reverse toleranca,” with certain benhavioral

-* effects becoming stronger upon repested administration. So the guestion of
tolerance to coczine remains an area for further research.

Patients withdrawing from cocaine experience moderats lethargy and
drowsiness, hyperphagia, vivid dresms, =and somz mental depression. These
symptoms usually sbate within & few days to a few weeks.

Absorntion. Distribution., HMetabolism. Txcretion. Cocaine usually is taken
by one of three routes, Intranasal “snorting” is the most common:
85 percent of users have employed this route (NIDA, 1986b). In its
“freebase” or “crack” form the drug is smoked, utilizing the transpulmonary
route; 21 percent of cocaine users have smoked 1t. Only 8 percsnt report

intravenous injections.

Cocaine has 2 brief sojourn 1n the body, being rapidly and extensively
metabolized by 1iver and plesma enzymes. The major metaboliie,
benzoylecgonine, is more persistent; 1t usuvally 1s detected For 2-3 days
after a single dose,. Cocaine and benzoylecgonine are not significantly
stored in the body after repeated dosing, so in generzl even heavy, chronic
users achieve negative urines within a few days of abstinencs. -

Obviously, all of an dintravenous dose enters the circulation. It is
estimated that about BQ percent of an intrenasal dose, and about 43 percent
of a transpulmonary dose reach the blood stream, However, material
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crossing into pulmenary circulation from the Jung rsaches ihe hrain mors
gquickly than matsrial injectaed ints 2 peripheral vein. This rapid onsat of
central nervous system effscis may be important in the extremely reinforcing

influsnca of smoXed cocaine.

ina Asszavs. Screening 1{mmuncassays respond to several cocaine
25, and a urine sample showing less than 300 ng/ml  1s considerad
. The contirmatory GC/HS analysis assays only benzoyiecgonine, and
of 153C¢ ng/mi confirms a positive reporti.

Cocaine is & local, vascconsirictive anesthetic. It is ¢linically employed
dental and otolaryngologic procedures and sometim=2s 1in
A licensed practitioner must order iis use, so 2z2n employse’s
stetament that a positive urine resultad from medical use can be checked
through documented medical records, prescriptien forms, or contzct with the
orescribing practitioner. Cocaine prescribed by a deoctor is metabolizsd in
the same way as i11ligit cocaine; thus, 1last month’'s bronchascopy cannot
zxplain today’s coczine—positive urine semple. P

in certain
bronchoscopy.

Amphetamine and Hethamphetamine

Orug  and Source; Enidemioloay. Pharmaceutical. companies a2nd 1illicit
hlackmarketesrs both manufacture emphetzmine and 1ts n-mathyl derivative,
mathamphetamine. Thesa synthetic drugs are much less widely abusad th
cacaine or marijuanz. In repeated National Household Surveys on  Drug Abui
dating back to 1974, about 4 percent of young adults (ages 18-25) have

L- reported nonmedical use of a stimulant in the month before their
interviews. Ltess than 1 percent of adults over 25 years of age report such
use (NMIDA, 1988b). Althaough the percentages are low, they mean thatl more
than 2 million Americans currently use stimulants without medical
supervision (Schuster, 1986). In certain areas in the country (e.g. San
Disgo, CA), methamphetamine use appears to be quite prevalent.

Drug Effects: Tolerance and Phvsical Dependence. The stimulant effects of
emphetamine and methamphetamine are similar to those of coczine, but they
tast longer because these drugs have a longer half-1ife than cocaine. A
single therapeutic dose enhances attention and performance, especially in
baring repetitive tasks, but exhaustion breeks through and performance
deteriorztes as the affects wear off, or with repeated dosing; a2 periormance
decrement then occurs, As with cocaine, freguently repested high-dose use
eventuates in lethargy, exhaustion, mental confusion, and parancid thoughts.
Abnormal dyskinetic movements may persist long after chronic stimulant use

SLops.

Profound tolerance devealops to the effects of - emphetamine and
methamphetamine; although a typical oral therapeutic dose is 5 milligrams,
tolerant drug abusers are reported to inject up to 1 gram 1in a singls
intravenous dose., As with cocaine, physical dependence is modest; lethargy,
drowsiness, hyperphagia, vivid dreams, and some mental depression may
persist for a few days 1o a Tew weeks afier abrupt termination of h'igh'—do,si

stimulant use.
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Ahszorotisn, Distributign, Matabolism, Sxocretion Amonstaming  and
methamphetanine ars  usually taken orally 2s tadisls or capsuies. Convirmed
nusers injsct tha drugs intravencusly and sometimes take thes by inirznaszl
“snorting,” or rarely by transpulmanary smcking. The oral routs hes beaen
mest studisd: =2hsorption from  the castrointestinal  tTract is good, and ths
drugs sudssgquently are distributed in organs throughout 1he tody.
Tn its matabolism amphetemine is deaminatad and hydroxylated. Tynicaily,
ahout one-guerter of an acdministered dose is sexcreted as unchanced
&nphetamina, but this veries widely with wurinzary pH; probably pecauss ths
drug Stays in the bedy Jonger when urine 1is alkeline, more of it then is
metabolized, In 24 hours, about 80 percent of & dosz will be excrated i¥
urine is acidic, while less than half 1s excreted i¥ urine is zlkalins.
MNearly half of z methamphetamine doss 1s recoverad from urine unchaznged. A
smal]l portion is demesthvlated to amphetamine end its meiazbolites. The
excretion of methamphetamine also is hastened when urine is acidic.
Tnterprating Assavs. Ta be considarsed positive for  amphaiaming or-
motnamphetamine, immunoassays must show et least 1080 ng/ml, and the mors
sensitive and spacific GC/MS must show at lazast 300 na/ml
(amphetamine/methamphetamine). Immunoassay screening test crass—raazt. with
various amphetamine-related drugs which are not abusad: dapamine,
isoxsuprine {a . - vescdilator}, ephedrins {2n  =zthme medization},
phenylpropanolemine (widely used 1in over-the-counier cold and haytever
praparations), and nylidrin (a vesodilator). Other amphetamine-like drugs
sometimes are zbused and =2also cross-reaci: mephenteraming (Wyamina),
{Ionamine and other names),

phenmetrazine (Preludin}, phentermine
benzphetamine (Didrex), and fenTluramine (Pondimin).

Gc/Hs confirmation distinguishes the cross-reacting compounds, assuring.that
final reporis that are recaived by the HRO are not Tzlse positives.

A single therapsutic emphetamine cor methemphetamine dose produces positive
urine tests for about 24 hours, depending upon urinary pH and other
individual factors. High—-dose ebusers may meintain positive urines Through
sevaral davs of zhstinence.

These stimulant drugs are wuseful in treating narcolepsy and atiention-—
deficit discrder. These drugs are sometimes prascribed Tor dspression
which has not responded to other somatic treatmentis. The drugs causa
anorexla, but tolerance quickly develops, limiting their merit for treating
obesity. Because of the =buse risk, medical boards or organizations in
several Jjurisdictions have formally determined that it is inaoproprizis to
treat obesiiy with these drugs for more than a2 few weexs. However, 2 tasiad
individual producing =2 confirmed positive amphetsmine/methamphetine shouid
be carefuliy gueried about his/her prescribed medications.

Opioids

Drugs end Sources. The opioids (scmetimes called opiates), interact wizn
one or several types of receptors in the body. The prototype is morphine
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ancthar cpicgid.

ch 2lso cantains cadeine,

an 21kalzid of the cpium poppy, whizh
Synthetic or semisynthetic opioids include hvdromorphone (Dilaudid),
cxymorphone (Numorphan), diphenaxylate (Lomotil), hydrccsdane (Hycsdan),
dinydrococdeine (varicus irade names), oxyccdone (Percadan), propoxyphens
(Darvan), methadone (Colopnine), neparidine {(Gemerall, levorphanol
(Leve—-Orcmaran), alphaproding (Nissantil), sufentanil (Sufenta), fentanyl
(Sublimzze, Innaovar), pentazocine {(Talwin), nalbuphine (XNubain), butorphancl
(Stzdol), and buprencrphine (3uprensx). A1l of these drusgs zare availesble on
orescription in the Unitad States, but the most widely sbusad opioid, heroin
(or diacetylmorphine} 1is sold oniy an the 11ticit market. Heroin is
semisynthetic, obtained by reacting natural morphine with acatic acid.

iplgzv. Fortunately, opicid. abusa overzll 1is relatively uncommon.

Zpidemi =i
Repeatad Maticnal Housenhold Surveys since 1972 have never found as many 2£s

0.3 percent of respondents reporting any heroln usa 1in the month precading

their 1intarviews. In 1985 hetween 1 and 2 percent of adult Americans

reported tzking an analgesic (which may include opioids) withocut mediczl

supervisicon In the month before being interviewed (NIDA, 1988b).

sbuse is gquite prevalent in certain neichborhoods; agencies

Ciearly, opioid
freguent opioid—-positive

drawing emplovees {rom those arses may expect more
urine tesis.

HROs in agencies semploying many health cars professionals may +ind
occasional unexplained urine samples containing non-heroin opioids. Such
emplicyees 7Tace en occupaticnal hazard of prescription drug zbuse, presumably
because of drug eccessibility, It appears that thesa people infreguently

abuse street heroin and more frequently abuse meperidine, Tentanyl,
© " hydromorpnone, oxyccdong, or pentazocine.

Drua £¥7ects: Tolerance and Phvsiczi Dependencs. Oploid dintoxication may
czuse miosis, a dull facies, <confusion or mental duliness, slurring of
speech, drowsiness, partial ptosis, or "nodding™ (the head drooping toward
the chest =eand then bobbing up). Depending on size of the dose and time
since it was taken, moderats motor stimuelation can occur. Tolerance
develops to oapiold effects, and ehusers escalste doses when possibie.
Physical dependence resulis in a moderate, nonlethal, “flu"~1ike abstinencs
syndrome wilh nausea, diarrhea, coryza, occasional vomiting, weskness,

maizise, "goosetfiesh,” and mydriasis.

Route, Absorption, Distribution, Metabolism. Herain and morphine ere
usually injected, but may be smoked as opium once was, or “snorted” onto the
nesal mucosa. DOrug abusers usually taka codeine, oxycodone, and hydrocodone
orally, and the remaining opioids by injection.

Within minutes a2 heroin dose is deacetylated to S-monoacetyimorphine and
then to morphine. Thus, heroin 1tself 1s rarely recoverad from urine, which
instead usually contains morphine and may contain 6-monocacetylimorphine
and/or codeine (heroin From 111icit laboratories often contains some

codeine).
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The plasmz half-lives of worphin menzriding, pantazocine, nei>ushing,
autorphencl, and  fuprenorphing 2]l rangs Troam 2-3 hours. Hathadona's
halF-11fe {s 25-33 hours. Varicus opioids meat different meszhaolic Tatss,
but the protoiype, mor;hi;e, primarily is glucuronidated; S0 percant of 2
morphine dese 1s excratad (mostly in urine) within 24 nours. Mataholism of
morphing mey generste some codeine, which mey be cataclad in urinz;
simiiarly, metadolism of codeine may gsnarate soms morphine.
Tntaroreting ASszvs. EMIT immunosssays Tor opioids dstset wmorphing,
hydromarpnone, or oxycsdone, The masi widely ussd radioimmunosssay Jatscis
morphing, coda1“,, dihvdrocodeine, hydrocodone, and certain cthar cpioids
whan prassznt in high concentration. A positive report in the Fadaral
urinalysis program requires at Tlsast 300 ng/ml in the immuncassay scraen.
2-4 days =atTisr =2 heroin

At that cutof?, urines usually remzin positive Jor
dose.

gyt immuncassays may not detact some synthetic or semisynihetic opioid
drugs. Among health care professionals abusing high-potency, shori-acting
drugs such 2s fentanyl, immunoessays may be negative despite continuing,
sarious drug abuse, GC/MS assays detesct these opioids, but this may not
help because only thoss urine samples which appe2ar pasitive in initizl

immunoassays undergo GO/HS tests.

Since the body metzbolizes codeine o morphine,’ both subsizncss {i.=2.,
codesine and morphine) may occur in urine {ollowing the use of codeine.
prescription for codeine explains the presenca of both drugs in urine.
prescription for codeine would not normally explain the presence of anly

. morphine; morphine or heroin use then is the Yikely expianation. A
T prescription for morphine does not expiain the presence of codeine; howsver,
strest heroin on cccasion will contazin codeine, resuliing 1in both cadeins

and morphine in the urine of some heroin users.

pT ™

Poppy seeds contain trace eamounts of morphine and codeine, so an employes
who consumes poppy seed rolls may produce urine positive for morphine (with
or without codeine). Thus, MROs must Tind that & urine containing morphine,
or morphine and codeine, does not demonstrate drug sbuse unless other signs
siso are prasent: needlie tracks or signs of intoxication or withdrawzl
(z1so see shove sections on physical dependence/tolerance and on special

provisions for opiates).

However, the metzbolite §-monocacetylmorphine 1in the urine comss only from

heroin: this compound confirms 11licit drug use.

when does =z HRO conclude that urinary informetion confirms opicid sbuse with
reasoneble medical csrtainty, given the complexities of prescriptions, poppy

- seeds, and presence or =ahsence of other substsnce abuse signs? Table 1
outlines some  guiding exemples, In Exsmple 1, the pressnce of
6-monoacetylmorphine, regardless of other circumstances, confirms heroin
nbuse. This metabolite of heroin is not produced from other opioids, nor by
eazing poppy seeds. Although needle 1trascks ususally develop with heroin
abuse, careful intravenous technique with smzall needles may prevent irac
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Table 1
Hadizal Ravisw Of{icer’s Conclusicons 1n Complex Opioid Cases
Urinalysis Emplovyes . MRQO’s Cunfquz of
Prabable’ Expian ~15n
Prasents Claims Poppy Signs of
Prescripticon Seed Zsting Abuse
1) s-monozacelylimor- NAz NR NR Urinary condirmation
anine with aor with- heroin abuse +
gut other Tindings
2} Horphine Horphine NR NR No urinary confirmation
ot opioid abuse
3) Marphine Nane Yes Yes Urinery centirmmation of
heroin or morphine zbus

NR NR No urinary canfirmaticon

4) Morphnine pradom Horphine
of apicid zbuss

inates, some codeine

3) Morphine predom Codeine No Yes Urinary convimartisn of

inates, some cadeine . . - morphing or herbin zbus

5) Horphine prades—  Codeine Yes NR Mo urinary convimmeaticn

inates, some cadsins of opioid zbusa .
=" 7) Codeine predom— Codeine NR NR No urinary confirmation

inatzs, socme morphina ot opioid abuse

8) Ccdeine pradom— Nans Yes Yes Urinary con.1rmau1cn ot

inatas, some morphine codaina zbuss

§) Codeine predom— Nona Yes None No urinary confirmatisn

inates, some morphins of opioid ahuse

10) Megative Nane No Yes, No urinary confimaticon

Extreme  of opioid abuse
11) Hydromorphone None Yes None Urinary contirmation of

(Ditaudid) Hydromorphone abuse

12) Hethadone Hethadone No Yes No urinary confirmaticn
of apioid abuse

132 Methadone and Hethadone Yes Yes No urinary confirmation

Horphine of morphine or heroin
abuse

14) Methadone None Yes NR Urinary confirmation of

—_— methazane abuse

Mot Relevant .
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daveicmment o, 2ssuming o errars in coilectien, handling, or a2sszying
+he sample, S-monocacsivi ohine confirms & conciusicn of hercin ziuss
The employes 1in Zxampls 2 has a morphine prescription and avers that ths
drug was taken 2 few deys before he produced the urine samplia; tha MRQ
should consult with the lsboratory dirsctor reagarding the guantizative
levels. ®Without some indicztion of inconsistancy betwean drug cancaniration
tevels in the urine and ths prescribad medication, 1%t must bs assumad that
marpnine in the urine came Tfrom ihat prescription, even i sussrvisors
required 2z “{or cause” wurinalysis becauss of suspected drug intcxiceticn,
the prescrigtion saiistactorily sxplains the drug-positivs samai2
tn Examols 3, morphine zopears in the urins, eand the employse, who has ng
wha MZI0

prescription

7o
finds nsadls ir
wi

")

or morphins, wisely reports sating poppy s2=d ralls; ihe
acks. As word spraazds sbaut poppy se=ds, hsaroin abusers
i
-

-

increazsingly 1 c¢laim that explianation for merphine-positive urines. 3utl

the pcsitive vurine, some additional sign of =2buse, =and g legitimaze
el tha conciusion of heroin or morphins abussa. P

prescription comp

To & limitad sxtant the body may metabolize maorphine to codzinz, and vice

tn Exzmple 4, ths employes has 2 prescription for morghine, which '
aredominates in the urine togsther with some codeins, Ths morphinz

prescription explains thoss findings. Even with some othar signs oy

substance zbuse, ths MRO finds no urinary confirmation of opioid zbuss.

L In Example 3, morphins again predominates, togather with some2 cogsine, and
the patisnt has 2 prescription for codsine The body's praodection of
morphine from codeine is vary limited, so norpn1na would not arzdeminais
after codsine ingsstion. In this case, if substentiated with othsr signs ot
substance 2buss, the MRO concludes that thers was abuse of either morphins
or hergin.

In £xemple 6, morphine again predominates in the urine, togethar with soma
codeine, and the employee has 2 codeine prescription. But this smployss
2iso clazims recent consumption of poppy seeds. Codeina, legitimaizly taken
several days before the urinalysis, could produce low urinzry cada2ine
levels, and poppy seeds teken shortly before the urinalysis could yield

2 is

Thus, the MRO conciudes here that ther
course, in any of thass cassas
scks end grossly intoxicated

higher morphine cancentrations.
no urinary confirmation of opioid a2buse. OF
clinical Judement should preveil; nesdle
behavior gan not be discounted by poppy seed claims.

In Example 7, codeine predominates in the urine sample, togethsr with some
morphine, and the employee has a2 codeine prescription. Horphine may be 2
minor metabolic product of codeine, so regardless of other considerations,
the MRO here finds no urinary confirmation of opioid abuse. ‘

In Example 8, codeine again predominates 1in urine, togethar with some
morphine. The employse has no preszription for opioid drugs but claiams
poppy seed consumption. At work the employee was clumsy, dopey, d*owsy.
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yrine was collectsd “for cause.” Trhe H20 Tinds no
- ram

'
ing usually 1s abused by the oral route. Tha Trace
and possibly codeine, 1n poppy seeds cannel oroducs

amaounts morphi
with reascnable medical certainty,

clintcal intoxication. The #RO finds,
yrinary confirmation of codeine abuse,

Example 9§ z2gzin shows predominantly codeire with some marphine in  the GC/MS
an-1ys1sf‘ The employea reporis eating popoy seeds, hes no opicid
prescrigtion, and presents no clinical signs of opicid abuse. Poppy seeds

more morphine than codeine, making these urinary Tindings

usuzally contzain
that the urinary

somewhal guestionzhias, but prudence leads to =& conclusion

-~

findings do not confirm opioid abyss.

txample 10 a hypothetical situation in which a physician is
rocam, attempting to conceal e
The doctor does not claim
report is

Consider in
found semi-stuporous in a2 hospitz] on-czll
battle of Tantanyl, 2 syringe, and a& tourniquet.
poppy seed consumpiion, has no oploild prescription, and the urine
neagative. rentanyl 1=z 30 potent and is taken in such low doses that it may
not react with i=munocassay reagents; the sample may appear negazﬁQe an
imweunozassay screans, Therefore based on tha rz2asonable suspicion criteria
in the Agency Plan the appraopriate assay far fentanyl should bea requested.
The HRO should confer with the S$Scientific Director of the laboratory and
have the specimen znalyzad by GS/HMS for appropriate”Schedule I or 1I drugs.
Such information could help to guide the employee toward appropriats
treatment. The HRO may confer with the dcctor’s supervisor, encouragi
other interventions and assistance for this doctor, who may be on a tarmin'

courss.,

In £xemple 11, an empioyee without a prescription claims poppy seed
cansumpticn as an expianeticn for a hydromorphone-positive urine. Despite
finding no additional signs of substance abuse, the HRO concludes that thers
is urinary confirmation of hydromorphone abuse, which is not infrequent in

some arsas. Hydromorphone is a semisynthetic drug which does not occur in

pappy seedg. Poppy seed consumption cannot explain synthetic or
semisynthetic apicids in the urine. In these cases (as in cases with
S"mcﬁOECEtylMOrph1n in the wurine) additional supportive evidence is.not
required.

In Example 12, a patient in 2 methadone maintenance treatment program, not
unexpectedly, has methadone 1n the urine. A1l patients in methadone
smainienance programs formerly abused oploids, and this patient shows old
naedle tracks. The MRO finds no urinary confirmation of opioid zbuse, since

the methadone {s taken under medical supervision.

In Example 13, znother patient 1n & methadone maintenznce program shows both
methadgne and. marphine 1n the urine. This employee has no morphine
pre§cr19t1on end clazims poppy seed 1ngestion. Urinary morphine often
indicates relapse emong former heroin addicts: morphine is a metabolic
product of heroin. But poppy seed consumption also could explain the
morphine-positive urine. Again, 1like many methadone maintenance patients,
this employee has old needle tracks. Fresh needle tracks are evidence cgm
recent substance abuse, but old tracks are not. The MRO finds no definib
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or

urinzry contirmefion oFf morohine or heroin abuss. Tne HMR2 may advise ths
emplovyes o sico eating papp seads, siating that farmsr addizts may
bene?it Trom s+ ireck rscord of unequivecally negative urines.

In Zxzmpla 14, the employee’s urine contains methadone. The employes has no
methadone prescripticn, 15 not rzgisterad in a2 mathedons maintenancs
treaiment program, end states  that the urinary methedsne cams Trom poopy
sagd consumption The HRO finds vurinary confirmetion of methadone abuss;
this synthatic opicid {s net faund in the poopy plant.

Phencyclidine

Drug_and Sgurcs. Known on the strest ss PCP or Angel -Dust, phencyclidine is
a2 synthetic (or manufaciurad) earylcyclohaxylamine, chemically reiated o
ketsmine, which 1s widely used in anesthesiz. PCP's synthesis is relztivaly
simple Tor black-markst manufacturers. Phencyclidine’'s usz as & ?uman
anesthetic was discontinued becauss {t producsd psychotic reaczions,
more proionged use &s & veterinary tranquilizing agent also has
Thus, the drug now he=s no therspeutiz role; its use is strictly flle

2
-
)

1.

51
g

E¥fects: Tolsrznce end Phvsical DOenendence. Experimental znimals
repeatadly sali-=2 m1n1s;=r lerge doses of PLP, developing toler=nce 1o ths
drug’s efiects. = Hoderate physical dependence 1in thesz znimals m2y be
suggested by apparent fearfulness, tremors, and facial twitzches following

shrupt withdrawal of the drug. Tolerznce probzbly =2lss develoss in man, but
i mONK2YS

& humzn ahstinence syndrome has not been dascribed. Since

repeztedly self-administer PCP intravencusly, resulting in  gross
tntoxication, the drug is said to reinforce self-administration behavior in
animals. Some human beings also repeatadly and chroniczally sslf-administar

PCP.

This behavioral reinforcement is striking, considering the drug's proncuncsad
adverse effects. Intoxication may result in persistent nystiasmus, bliurrad
vision, diminished sensation, ataxia, hyperreilexiz, clonus, trzmor,
muscular rigiditly, .muteness, confusion, anxious emnesia, distortion of body
image, depersonelization, thought disorder, =zuditory hallucinations, and
variable motor depression or stimulation, which may include sggressive or
bizarre behevior. 3locd pressure rises, eand there may be dizphoresis and
salivation. High dose intoxicaztions wmay produce coma, onisthotonus,
rigidity, convulsions, hyperpyrexiz, and respiratory depression or arrest.
The  psychosis which  sometimes develops with intoxicazien may be
long-lasting, and there are suggestions of personality and cognitive changas
persisting for months after chronic use.

Epidemioloay. The prevalence of PCP use 1s difficult to estimate becsuse
the drug often 1s sold under other nenes, and street users may be unawars of
their own PCP ingestions. Its toxiciiy has given it a bad reputation even
emong drug users, who often are not very discriminating in these mattars.
¥hile the overall prevalence of use has declined since the 1870's, it
remeins a popular drug of abuss 1in some cities, notably washingion, DC, Las

Angeles, CA, end 3eltimore, MD.
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tmergency rocms (ER) in a Few cities rsport relatively frequent chars
mentgons of PCP-reiatzd probiems (NIDA, 188§a). Nztionwide, the Orus Aduse
wWarning Network (DAWN) sysiem {inds z2bout 3.1 menticns of PCP par 70,00Q =&
visits ({3.1/10,000). 3ut the reporting ER's in San Frzncisca Find
11.2/10,000; the figure in Lleos Angeles s 19.1/10,000; end in Weshingtaon,
0c, 23.9/10,C00. HRO0s working in such arsas may expect some Fadara]

emgloyees 10 have PCP-paositive urines.

Abzorotion, Distribution, Hetzhglism. Zxcration, PCP may bz eavan,
“snorted” into the nose, smoked, or injected 1intravencusly, It is well
absorbad hy any route. pPcP is both hydroxylated and glucuraonidated, and

PCP znd its metabolites

parent drug and metzbolites are recoversd in urine.
are primarily eaxcreted through the kidney. A small percentzge {is sxcratad
in the Teces. Abcut 10 percent of the PCP dose 1s excrated in the urine as

the parent compound,

pcP is 2 weak base which concentrates in acidic soluticns in the body.

3ecause of castric acidity, PCP rapsatedly reentars the stomach from plasma,~
later returning intc plasme from the basic medium of the intestine. It zlso
is concentrated much more in acidic urine than 1in basic urins, and urinary

acidificztion may increass renal clearaznce faur- to five-fold.

stimates of PCP’s half-1ife in man range from 18 Hours to 3 days.
intergrating  Assavs. The {mmunoessays respend ta both PCP and certa’
metabalites or analogues, The confirmatory GC/HS assay detects 2
differentiates PCP, 1Jis metabolites, and PCP-related drugs, znd GC/HS rules

- aut false positives by distinguishing these non-PCP drugs. Samples ars
deemed paositive 17 both the immunoassay screen and the GC/MS confirmatory
test show 2t least 25 ng/ml of PCP. A positive PCP report usually indicatas
drug use «ithin the pravious week, but chronic users may excrata detesctabls
amounts vor several weeks following the last dose. A positive urine aiways
indicates an 11licit drug sourcs; PCP is not used in medicine and does not

occur in nature.

Imn

Sadative-Hypnotic/Anti-Anxiety Drugs

While most Federal agencies will not routinely test employees or zpplicants for
these drugs, scme will-—after obtaining the appropriste approval from the
Secretary oF Health and Human Services. Thus, the fellowing information is
provided to assist the HRO in agencies with such approval. .

Drues aznd  Sources. This large and chemically diverse group of drugs
includes the barbiturates, the benzodiazepines, and the nonbarbiturate
sedatives. They are grouped together because they share some

cross—-tolerance and cross-dependence with one eznother and with alcohol. - The
terms “sedative-hypriotic™  or “antiznxiety™ are preferred over the older
terms “trenguilizers™ or “minor tranquilizers.” These drugs are all

synthetic; none occur naturally.

Schedule II bharbiturates marketed 1in the United States include amoharbita
{Amytzal)}, pentobarbital (Nembutal), eand secobarbital (Seccnal).. Whil
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Schedule 111 barbiturates includs aprobardbizal {(Alurate), butzh
(gutisel), butzldital (various nemes), metharbital (Gamonil), =
{(Lotusaie), thizmylal (Surital}, and  thiopental. Honbark
sedative~hypnotics 1in Schedule III include glutsthimide {(Deriden
methypryion (Noludar).

% SR AL VI 1T}

E\. {1 S

o e rl.

L ol
[ o
I

In Schedule IV 2re ths barbiturates mephobarbitz] (Hebzral), phengbarhits
(Luminal), znd methohexital (Bravital). Also in  Scheduls IV =zrz th
foliowing nonbarbiturate sedative-hypnotics: chloral hydrzte (Nocte
ethcnlarvynal (Placidyl), ethinemete (Valmid), and mesrobamate (Miltown).
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Also in  Schedule IV, are the benzodizzeninas zglorazoi
chiordiazepoxide (Librium), clonazepsm (Clonopin), clorazepate (T
diazepem (Valium}, <Flurazepam (Dalmane), halazepam {Paxipem),
(Ativan), oxazepam (Serzx), prazepam (Centrax), temzzespam (R

‘ ' triazoiam (Halcion), end midazolam (Varssd).

. Epidemiolosvy. 1In the 1585 National Household Survey on Orug
o 1988b) Americans were sasked if they had used  sadati
“tranquilizers” without prescriptions, even once in the month
survey; 0.5 to 1.7 percent (depending on age) answered “Yes.~ Clsar
these drugs are less used than marijusznz or cocaine. In the DAWN (i%3s
emergancy rocms, 16 percent of cases with barbiturats mentions znd § percs
of nonbarbiturate sedative mentions reportedly involved “street buys.”
there continues to be some black market in these drugs; indsed, in
cities these drugs are zbused commonly by former heroin addicts in metha
maintenance clinics. It =2ppears that relatively few peopls abuse 1
agents, elthough confirmed addicts still mzke street buys to do so.
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Drua Effecis: Tolerance end Physical Dependance. These drugs reducs
anxiety, enhance calmness, and promote muscular relaxation and sleep; some
are used as preanesthetic or anesthetic agents. However, even 1in treziment
“paradoxical agitation” sometimes occurs, and high—dose chronic zbusers
commonly show irritability, agitation, end aggressiveness, Thus, apparently
stimulated behavior does not rule out sedetive-hypnotic abuse in persons who
a1so show ciumsiness, slurring of speech, dulled f{acies, or other signs
resembling alcohel intoxication.

Tolerance deve}ops to these drugs, and physical dependence may be ssvere.
There is cross-tolerance and cross-dependence emong the drugs and with
alcohal. Thus, an alcohol abstinence syndrome may be reilieved by

' benzocdiazepines or barbiturates.
27
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Ahsorotion, Distributisn, MNetzhclism, Zfxerstign., In situaticas of siuse thse
sadat ive-hypnotic/antianxiely  druss usuaily zra taken <crzily or Ry
injac:ion. Host of the drugs ares well absarted from  the casirointesiinal
ract. Some benzocdizzepines are zbsorbed slowly and irresularly from
én;raﬁusculﬂr sitas,
Sacause of the Targe number of drugs in this group, this guidebcox cznnot
datzil their distribution, metzbolism, and excretion. Excellent discussions
are availzble in Goodman et ai. (1883).
interprating - Assaws, Immunoassays readily detsct barbitur=tes,
methaqualone, and benzodizzespines. GC/HS procedurss cz2n confirm  the
nrasence of thesa drugs, although special care with the chromatagraphy of
bhenzodizzenines is  required. duraticn of detectability 1is varied.
Intermadiate—acting barbituratas, such as secobarbital, may be detegzad Tor
cdose, while scme benzodiazzepines ramain detectzbie for

2 - 3 deys aftsr =

weeks to months following chronic, hignh—dose use,

There are no currently estzblished minimum urinary concentraticns which must
he surpassad fTor 2 urine to be considered positive for thess drugs., Host
fedaral agancies will not routinely tast For sedative-hypnotic/antianxiety
gs without a DHHS waivar during routine preemployment examinaticns or in
dom tasis of employses in sensitive positicns. However, all zgencies may
t for any Schadule I or Schedule II drug 1n “reasonsble suspicion”™ tasis;

nedula II dincludss amobarbital, secobarbital, and pentobarpital.
thaquelona 1s {in Schedule I. .

The HRO's Job here 1s complicated., The Drug Enforcement Administraticn
decreas that “when combined with one or more noncontrolled medicinal

ingredients, preperations contzining Schedule 17 barbiturates may-be placed
in Schedule III, Suppository {forms of these barbiturates are z2lso
cantroiled in Scheduyle III. An empnloyese testsd “for cause” may stats that
a pentobarbital-positive urine eross from Schedule III Cafergor P-3, rather
than Trom Schedule II Nembutal capsules; both contain pentobarbital. Or ihe

{f Scheduls III MNembutal suppositories rather

employes might rapart the use of
than Scheduls II Membutal capsules. This employee might arsue that since
Schedule III1 drugs zre not in the purview of the Federel urinalysis program,

the urine resuliis may not be guestioned or exsamined Turther. Sut
“scheduied™ drugs must be obtained on prescription. Regardless of the form
in which the drug was czonsumed, the employee must have had 2 prescription
for the drug. Although the employse was tasted “for czuse,” 2z prescripiicn
for pentobarbitza]l 1in the Form of either a Schedule II or Schedule II

compound rules out urinary confirmation of drug =sbuse; however, other
ciinical evidence should be <considered, e.g., slurred speech, ataxiz, etc.
Without the prescription, no evidence supportis the claim of preper drug use.
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SUSPI THINTAL ARD RACKGROIND TMIOAMATION

trrors  in handiing or z2nalysis, as discussed above, could ’asu!t inn fziss
negative reportis. Orug =busnrs also can generats Tals negatives by
subst TLUQTHG eanother person’s urine for their aown, Cant:iners of urine may b
concesaled in boots, 1in voluminouys skirts, and elsewhers around ths tody.
Sophisticataed male drug =zbusers, expecting direct obsarvaiion of their
yrination, have conceaizsd TV—SO]ULfOﬂ bags 1in the =2axilla with ths 1Y tube
running inside the siseve to the hend. wWithout exiremely close observation,
the drug abussr then c¢z2n hold the penis es iFf for nomzl urination, zooly
pressure with the erm et the eaxilla, and deliver 2 siraam of scmeonz =zlsz's
urine into the cup Some drug zbusers who expect close monitoring apparently:
have =mptied their own bladdars, 1instilled another person's urine into thz
bladder with & catheter, end then have urinatad that sample 1in the absarvar's
presance.

intensity of drug-ralated dscspticn 2mong

The strong drive to continue teking - drugs

may lead to elzborztz efforts to conceal the use. Such deceatien, not uncommon

in drug treztment clinics, does not necessarily Indicats thatl the decsiver is 2

“pad” person or 2a “had” employee; rether, 1t underscores thz poweriul

« " behavioral effscis of some drugs. Those who engage in  such dacaption often
raspond wall to treztment and rehabiiitaticn.

These expsrisnces  highlight the
persans heavily involvad with drugs.

In most cases thz collector in the Federal urinelysis program coes not dirsctly
observe th2 urination: mast employees might consider such observation too
demeaning. gut it is difficuit (although not impossible} foar e drug abuser o
maintain a2 urine sample 2%t body temperature outside of the beody. Thus, urine
collectors measure sample temperaturs jmmediately upon delivery. Urine samples
must range from 32.5°-37.7°9C (90.3°-39.8°F) within 4 minutes of urination. It
a sample is not in that range, the collector obtains another specimen undsr
direct sbsarvaticn, znd both 2r2 forwarded %o the laboratory.

An emplovee elso might produce & false negative Test through intentionsz]
dilution or conitamination of a sampls. A large emount of salt added 1o =2
sample can invaiidate an zsszy, or extensive tap water dilutien of a sample may
reguce the concentraiion of drug below measurable levels., Safeguards against
these sources of false negatives include the collector's careful inspection for
sample color and temperature If dilution 1s suspeclted, measurement of
creatinine content and osmolarity in the laboratory can provide the RO with
additional information; the latter procedures reveeal]l either dilution or

salting.
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£limination Haias

-

Additicnal orodlems may ariss in the fintsrpretatisn of vurinary data, Firste,
drug abussrs may eliminats some drugs more rapidly Vrom their sysisms by
changing urinary pH, for example, the renzl clsarznce of phsneyclidine
incrszasas 4- tc 3-fold when vurinary pH {s balow 3. Accordingly, satients
overdosad with phencyclidine or ezmphetamines scmetimes are trsated with
ammonium chlorida (NH4C1) to hasten detoxification. An apparently intoxicztad
smoloyes, directed to produce a urine sample "Tor cause,” may delay For saverzl
days and make distary changes resuiting 1in more acidic urine. This hastens
gliminatiaon of bhasic drugs, and may avoid detsction, Employess who
misundarstand this effsct may add acid tc a urine sample; gH below the
nhysiclogical rance suggests that manipulation.

Urination ~Cn Demand”

Empnlayses may have difficulty initiating 2 urinary stream “on demznd.” Anxisiy
about urine testing rezliy does impede urinary release in scme peoplie. Cartzin -~
medical conditions may cause urinary retention or difiiculty din inftizting

micturition. ODrug~zbusing employses may attampt to defer urination almost
indefinitaly, HNot {nfregusntly prescription and ovar-the-cauntzr medications
paossessing anticholinergic properties may also prolong the process. However,
an emplayee who cannot urinate when first requested to“do so shouwld remain in

the test 2arez, consuming liquids until able to do so. Eight ounces o7 watar
-

avery thirty minutes will generally oproduce wurinatien 1in even the mos
reluctant subject within 2-3 hours. There should be & ¥irm policy that sa:.'ipl,
a

_. must be produced on the scheduied day, coupled with sympathetic recogniti
- that this may bes difficult for some2 anxious people.

Proffered Explanations

drug-positive urines is

striking explanations offerzd For
T

Among thes many
passive inhzlation of marijuana smoke. ~I have never smoxked marijuanz, but
was in a car Jith some guys who did™; ~I know that the man across the hall {rom

me smokes marijuana, and 1 had my door open last night.

Several studies have examined the detsction of THC (tetrazhydrocannzbinol, the
major psychoactive constituent of marijuanz) among those passively exposed ©
marijuana smoke (lLevine, 1983: Law ot al., 1984; HMorland et al., 1983; Cong 2

al., 1987).

(4}

rt

while THC urine concentrations have been produced experimentally 2t sufficient
levels, e.g., 100 ng/ml, 1o be detected in the Federzl testing program, the
smoke conditions of the room were extreme and not typical of social
environmental conditions. Horeover, all subjects under these conditicns have
subjective psychoactive affects as well. Thus the claim of innocent passive
inhalation in a confined area as an explanaticn for 2 positive urine test

result is not acceptable.
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"I triad wmarijuzns Just oricz 3 months age; I didn’t Rnow i1 stayzd ia the Sody
ther long!® It doesn’i. THC may bz detected in the urine of 2 First time or
infreguent smoxer Tor severzl days afisr smoking merijuznz. A chrenic, very
heavy smoXer of marijuanz might remain positive for over 30 days of azdstinsncs,
but no one who has abstzinad for saveral months produces a THC-Dositive sampls,

Counseling of zZmplovyees

The drug—=zbusing Federzal employese may never beTare have encountarsd tha risks
associatad with drug use. Thus, the contact with the HR0 may be ons of thossz
powertul moments 1n 1i¥e when counsaling can be especially =ffective. Afcer
explaining the limitations of the doctor-patient reletionship that zaaly in
this situation (see page 7), the MRO should clearly inform the employas ahous
the positive urinary findings. IFf the employee claims legitimate drug use, the
HRO should consider all supsorting evidence (prescriptions, medical rscords,

les, etec.}. when there 1is 2 valid madical

test, the MR0 should inform the emnloyes of this .

prescription medicine bots
explanation for the positiv

finding and reassurs him/her that the informztion will remain canfidantizl and
that the 1ssue is closed. 17 the employee presents no evidance cantradicting
the positive urine testing result, the HRO should educate the employss shout
the process and validity of drug detection. In such cases, or i7 thz ampicyse
admits to 1ilicit drug use, the HRO explains the Government's concerns about
drugs in the workplace and the Agency'’s protacols for handling thess czsas,
including the potsntial conssguences of continued drug use.

=

The emplioyee should understand that the MRO does not make dispositicns of
cases, excepl to consider explanztions for positive urines. In thoss
.~ situations deemed by the HRO to be illicit drug use, the employsz  should b
told that this information will be referred to the EAP and to the managamen
official designataed in the employee’'s Agency Plan. The MRO should explazin th
Agency’'s protocols for handling these cases. The MRO should smchasize thz
cantinued employment could be contingent upon participaticn in the Azency's
EAP. IT part of the Agency's protocol, the MR0O should explain further tha:t the
employee may be required to submit to continued urine monitoring to estabhlish a
Such urine monitoring, as part of a trsatment
attached to positive urinss, reducses

N

re oty

track record of sbstinencs.
program and with zdverse consequences
relepses to drug use (Crowley, 1986).

CONCLUSIONS

Tnis guidebook 1s intended to provide the HRO with basic information for
interpreting drug urinalyses. The HRO's principal Jjob 1s to protect the rights
and dignity of employees, while contributing to a determined effort to reducs
drug abuse. The MRO's contact with possible abusers, while certainly not
“therepy,” may profoundly benefit the employee’'s Ffuture 1ife, since this

contact mey steer some employees away Trom a course which was leading to
Ofvicers may make a2 major

devastating drug . problems. Hedical Review
contribution towerd reducing America’s toll of drug-related morbidity and
mortelity,
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